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Data Collection Form 1 
HTR StudyNo.: 03-122085-106 

Page No:- L 223 
DEMOGRAPHICS/DERMATOLOGRXL/MJZDICAL HISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 0 7/l!? io3 &/ hfl /L Permanent#E 03-122085-106 

i&Lid yy F-Z-7 , 

Gender: 0 Male Female Age: 2.0 Years 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skiu Cancer ? 
4. Skin Allergies 7 Please specify: 
5. Hives ? 

No 

J / 

Yes Don’t ’ 
Know 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION No ‘Yes Don’t 
Know 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 
4. Liver Disease ? 

i 
J / 

5. Kidney Disease 7 
6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Iusuliu [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed 7 Please specify: 

Is the subject taking any medication? If yes, please specify below: 

IIL MEDICATION 

1. Antibiotics, oral or systemic 7 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. IUSti? 

5. other 7 

No/ Yes Don’t 
Know 

V,’ 
1 

1 Comments: I 

Based on the above medical history, the subject is: 96 ualified or Cl Not qualified for the study. 
I 

Date: 01 / 15 / D! 
/ mm dd YY A 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials en #: Study # 

Subject 
Qualification 0 -75 I& 43 Permanent#: &I Ml c- -- 03-122085-106 

mm dd yy f m 1 
INCLUSION CRITERIA I 

Check one 
YES/ NO Subject: 

1. IslSthrough65years? 
2. Has signed informed consent ? 

, 

3. Is healthy as evidenced by responses on DCF 1 7 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 

6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study ? 

7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 

8.’ Is willing to ret?ain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
nhysicien for an intercurrent illness ? 

9. Is willing to rel%ain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

EXCLUSION CRITERIA 

NO /N/A Subiect: 

F 

‘I’ 

., 
1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days 7 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 1 
6. Has eczema or psoriasis on their h orwrists? / 

‘emale Fe e Male 
+/ 

7. Is currently pregnant 7 0 Yes *o Of child-bearing potential: dyes Cl No 
0 Surgically Sterile, year 

-iif 
Cl Post-menopausal, year 

If of child bearing potential - S-HCG Test Results: negative Cl positive 7m s&k 80 
8. Is currently lactating 7 

) 

J, 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 1 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

/ 
12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

/ 

Based unon derma d logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 



. 

HTR StudyNo.: 03-122085-106 
Data Collection Form 3 Page No.:=-%@ 

INTERCURRENT ILLN-l$SS / COgCC?mAJT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
15% 

Stridy # 

Test Permanent #: 
Period ma4103 

mmddyy 
-isLkL~C 

F M L I 03-122085-106 

I. Is skiu on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? C$Yes ClNo 
If no, please indicate condition: . 

II. Has subject used non-antibacterial soap and followed the iustructions in Appendix B? E&s 
Ifno, please explain: 

ElNo 

III. Has subject been ill since the last visit? OYes (Complete below) do 

IV. Has subject used any new oral or topical medication? q Yes (Complete below) E& 

Based upon the above responses, the subject is: ed ualifed q Not Qualified to continue on the study. 

Reasons for disqualification 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: Date Resolved: 

Was reaction related to treatment? DNot related Cl Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study Cl Withdrawn fkom the study 0 Con&ted physician 

0 Medication taken (Complete below) Owospitalized q Other (explain) 

Comments: 

I 
f 

. Interviewer’s Signature: Date: m I dY I 03 
mm dd YY 



Data Collection Forti 4 
HTR Study No.: 03-122085-106 

Page No.:=- !?.zb 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initials Subject Screen # 

pz3 
Study # . 

03-122085-106 
I F. M L ,.,i . “” ..* 

LEFT HAND WASH 1 RIGHT HAND 
10-l 10” 10” lOA lo-’ 10-2 10‘) 1o-4 

i%z AJf. y2.x 4 ifs-72 ?nK 55- 
*Kc. mr, 4-A- .: 

Iz 77t7t 
cFu/mLL3-.2x/o+ Counted by : &% ! ?d 8 ?3 CFUhL ‘$4 x 10 4 Countedby: a!&% / 7-29-03 

LEFT HAND WASH 11 RIGHT HAND 
lo” W2 lo-3 -4 10-l 10” lo” 1O4 

7kz r il; d3la. a(; / 
-g&-3& 12 aBf$Qa c 

7Jt.n 
cFu/mL 

Calculations by: TMg I @F,@‘&Rawdatareviewedby Jr\rB /mm3 
Calculations Verified by: 77 I 7-Sb2” 
*lo-’ dilution is the sum of 1 .O niL spread across 3 plates. 
Underlined values are used for calculation of CFU/mL, 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: B f @ lb3 
mm dd w 

/ 
4 



Subject hithIs 

Data Collection Form 5A 

Subject # 1 

ADVERSEEVENTS 

Study No. 03-122085.I06 
Pa& No.’ x- 227 

. 

Symptom 1 Event 

Fit! Comment/Note: 
i--- r 

Onset Date Ehd Date 7: Severity ~~~~~ Outcome Regon- 

I 

Initials 

. . 

Note: Secerity, W lationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild IL=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible . 4=Unrelated 

Action Taken: ? =None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

I Outcome: 1 =Resolved w/o 
sequelae 

2=Resolved wl sequeiae 3=Ongoing 
(describe) 

4=Death 

‘a Serious Adverse Event/Experiknce 



Data Collection Form 6 HTR Study No.: OS-12iOS5106 

FOLLOW-UP VISIT Page No.:- - 2a 

. 

- 
Visit Code Date Subject Initials Subject Screen #: 

158 
Study# 

Follow-up 
Visit mm dd 

03-122085-106 
YY F M L 

Date Subject Entered the study: 

0% r-5 03 -- 

Follow-Up Visit Date: 

07/2%03 --- 
mm dd yy mm dd yy 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

YES Cl NO If yes, complete below: 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

NO If yes, complete below 

Comments: 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:= *s? 

DEMOGRAPHICSII)ERMATOLOGICAL/MRDICAL HISTORY FORM 

Visit Code Date Subject Initials SubjTeczen #: Study # 

Subject 0 7//5/U3 Xl L-j R Pe-anenfk4 Qualification mmddyy F-K-Z- &P 
03-122085-106 

Gender: Male •i Female. Age: 2+ Years 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis 7 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives 7 

Does the Subject have any of the following (present and past)? 

NO Yes Don’t 
Know 

I v /’ 

II. OTHER MEDICAL INFORMATION I No/ Yt?S Don’t 
Know 

1. Allergies.? Please specify. I J/I . I 
2. Heoatitis ? I// I 
3. Heart and Vascular Disease? 
4. Liver Disease 2 
5. Kidney Disease 7 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? I/,, 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? I/// -- - v IY 

10. Oraan transhnt ? I /l I I 
I 

a 1 / I I 

11. Any other condition not listed 7 Please specify: I I/ I I 1 

Is the subject taking any medication? If yes, please specify below: 

IIL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Iusti ? 
5. Other ? 

No Yes Don’t 
KllOW 

!A 
I 

/I 
I/,’ 

Comments: 

or cl Not qualified for the study. 

Date: d 7 I /5 i @ . 
mm dd YY 



Visit Code 

Data Collection Form 2 JS-JR Study No.: 03-122085-106 
INCLUSION I EXCLUSION FORM PageNo.: x-2@ 

Date Subject Initials Subject Screen #: 
/4-3 Study# 

‘ermanent #: 
9, 

03-122085~106 

I 
Subject 

Qualification m/5/43 Gx--lR E 
mm dd yy f m 1 Y I I 

INCLUSION CIUTERT.A I 
, 

Check one 
YES/ NO Subject: 

1. Is18through65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study 7 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study 7 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

IO. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intcrcurrcnt illness ? 

1 11, Is willing to comply with all study protocol requirements 7 
EXCLUSION CRITERIA I 

I Check one , . I 
) YES NO /N/A Subject: 

L 1. Is currently participating in another clinical study at this or any other facility 7 

/ 2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails dr nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 

, 7. Is currently pregnant 7 0 Yes 0 No Of child-bearing potential: 0 Yes 0 No 
0 Surgically Sterile, year - Cl Post-menopausal, year 

If of child bearing potential - (I-HCG Test Results: 0 negative 0 positive 
/ 8. Is currently lactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 

, erythematosus, thyroiditis or rheumatoid arthritis 1 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

I / 
Based upon dcrmat 

$ 
ogic evaluation and the information contained in Data Collection Form s 1 and 2, the subject is: 

Qualified 0 Not Qualified for participation in this study. 
Interviewer’s Initials/Date: /07F5*03 

s I 
Reasons for disqualification: 

Iuvestigatorb Signature: 
Date: 8/ B td-3 

mm dd YY 



ITJX Study No.: 03-122085-106 
Data Collection Form 3 Page No.:$5231 

INTERCURRENT ILLNESS 1, CONC0MIT.m MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
w- 

Study #i 

Test 
Period 07ld(/l63 

mmadyy 03-122085-106 

I. Is shin on subject’s hands and wrists still tiee of dermatoses, cuts, lesions, and other skin disorders? Es? es ON0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? [-?3des 
Ifno, please explain: 

ClNo 

III. Has subject been ill since the last visit? q lYes (Complete below) lZ&o 

IV. Has subject used any new oral or topical medication? q Yes (Complete below) l&d o 

Based upon the above responses, the subject is: d ualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJBCT HAS AN INTERCXJRBENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: ‘Date Resolved: 

Was reaction related to treatment? ClNot related 0 Possibly related 0 Definitely related Cl Other (explain) 

Action Taken: !%one 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

Cl Medication taken (Complete below) OHospitalized Cl Other (explain) 

Additional Comments: 

Comments: 

I . Interviewer’s Signature: 
&m R. Iti 5 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.:~ -232 

HEALTH CARE PERSONNEL HANDWASH BACTEIUAL COUNTS 
CFV/mL of SamtGne Solution - - 

Test Date Subject Initials Subject Scrq > Study # 

03-122085-106 
mm dd yy F. M L 

I LEFT HAND RIGHT HAND I 

Calculations by: Jrn 167’3 ‘a Raw data reviewed by 
Calculations Verified by: 71; /74+0~ 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFTJhL 
TNTC - Too Numerous To Count 

h?% I 9*/. 0 3 

Investigator’s Signature: Date: @I4 103 
mm dd YY 



I 

Visit Code 

Data Collection Form 6 

FOLLOW-UP VISIT 

Subject Initials Subject Screen #: 
143 

HTR Study No.: 03-122085-106 

Page No.:- d @? 

Study # 

03-122085-106 

Date Subject Entered the &udy: Follow-Up Viiit Date: 
07 r5/ 03 -- 07,29/ 03 --- 
mm dd yy mm dd yy 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

0 YFS ‘NO 
PB. 

If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/seVerity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

NO If yes, complete below 

Comments: 



i 

Data Collection Form 1 
DEMOGRA.PHICS/DERMATOLOGXCALMEDK!.4L HISTORY FORM 

HTR Study No.: 03-122085-106 
Page No:- 0 234 

Visit Code Date Subject Initials Subject Screen #: 
/06 

Study # 

Subject 
Qualification 03 / /( / 03 

mmddyy 
&rG /J5- Pe-anent#~ 

F-%-L 3 
03-122085-106 

0 Female Age: yr Years 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
NO 

,I 

Yes Don’t 
Know 

2. Eczema ? / 
3. Skin Caricer 7 J 
4. Skin Allergies ? Please specify: 4 

I 5. Hives 1 I r, I I 
Does the Subject have any of the following (present and past)? 

-. 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ J Oral [ ] Insulin f J 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

Liver Disease ? 
Kidnev Disease ? 

J 
v 

No .YeS Don’t 
Know 

L/ 
4 
v 
J I 

I J I I I 

1 8. Cancer ? I r/ I 
9. Auto-immune disease (Lupus erythematosns, thyroiditis, AIDS, etc.) 7 ! cl 1 
10. organ transplant ? L/ 
11. Any other condition not listed ? Please specify: 3e-t be /w.,., Jc: 1 

Is the subject taking any medication? If yes, please specify below: 

III. MEDICATION 

1. Antibiotics. oral or svstemic ? 

No 

4 

Yes Don’t 
Know 

2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? I/ 
3. Heart Medication ? L0- 
4. Iasulill 7 J 

Based on the above medical history, the subject is: 

Interviewer’s Signature: 

86 ualified or 0 Not qualified for the study. 

-Date: 6‘j I / 3c I 03 
mm dd YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

i 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject pj l C ,f) 03-122085-106 Qualification Lz&up 
YY 

Perma&%: ~ 

f m 1 
INCLUSION CRITERIA 

Check one 
YES NO Subject: 

1. Is18through65years? 
2. Has signed informed consent 7 
3, Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is williig to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study 7 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
nhysician for an intercurrent illness 7 

t r 

I 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

/c 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
1 unless p&cribed by a physici& for an intercurrent illness 7 

_- 

-HI 1 11. Is willine to comnlv with all studv nrotocol reauirements ? 
EXCLUSION CRITERIA 

Check one . . . . 
YES NO N/A Subject: 

1. Is currently participating in another clinical study at this or any other facility 1 

/ 2. Has participated in any type of hand or arm wash study within the past 7 days 7 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

1 

I i 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 

Ternale Female Male 7. Iscurrentlypregnant? Dyes 0 No Of child-bearing potential: Cl Yes Cl No 
0 Surgically Sterile, year - Cl Post-menopausal, year 

If of child bearing potential - 8-IlCG Test Results: Cl negative 0 positive 
, 8. Iscurrentlylactating? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

IO. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

2 
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wounds, intravenous management or other bed-ridden related care roles. 
12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon dermato 
4 

ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
ualifled 0 Not Qualified for participation in this study. 

Reasons for disqualiication: Interviewer’s Initials/Date: %I+ / 74-3 

InvestigatoA Signature: 
Date: @ I‘ & -I i? 3 

mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:.3E-2% 

~TERC~RRENT~~~/~~NCOMIT~TME~I~ATIONFORM 

Visit Code Date Subject Initials Subject Screen #: 
06 

Sttidy # 

Test 
Period d71d3toq Permanent #: m , 6, d 

mm dd yy F M L 3 03-122085-106 

Date of Onset: 

Describe condition: 

Date Reported: bate Resolved: 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? q lYes 6 
If no, please indicate condition: . 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? E&k 
If no, please explain: 

ClNo 

III. Has subject been ill since the last visit? q ]Yes (Complete below) mo 

IV. Has subject used any new oral or topical medication? OYes (Complete below) 66 

Based upon the above responses, the subject is: ealified q Not &awed to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

’ Was reaction related to treatment? Eliot related Cl Possibly related 0 Definitely related 0 Other (explaiu) 

Action Taken: ONone 0 Continued on study 0 Withdrawn from the study El Consulted physician 

II Medication taken (Complete below) DHospitalized El Other (explain) 

Additional Comments: 

Comments: 

- Interviewer’s Signature: Date: 0’7 Id3 / 0% 
mm dd YY 

U 



Data Collection Form 4 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFUhL of Sampling Solution 

1 

I Test Date I Subject Initials I 
Subject Screen # 

/A/, I Study # I 

1 07/23/03 -- 1 M / 6 / /?I 1 1 03-122085-106 
lmm dd yy( F. M L 1 

Pema:nt#: 
25 I 

1 
1 

I LEFT HAND WASH 1 RIGHT Hi4ND I I 1 a 

Counted by : C& /7.2!50?5 CFU/mL, 4,3 % /OS Counted by : & i7454? 
Y 

Calculations by: T-ij I 3 - ab *ET l$v data reviewed by ui@ /G+Q3 
Calculations Verified by: ,Thj’B , . 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

I I 
1 Investigator’s Signature: I Date: / I I 



Data Collectibn Form SA 

Subject Initials MGB Subject # 3 . Study No. 03-122085-106 
Page No.’ SE- 23% 

ADVERSEEVENTS' 

I I i- I 

Symptom I Event 

Entry C 
Date omment/Noti: 

1 Action Onset Date End Date ‘!E Severity Taken 
Outcome Reson- Investigator 

P Signature/Date 

Initials 

L 

Note: Severity, RGlationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: ?=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

i Outcome: 1 =Resolved w/o 2=Resolved WI sequelae 3=Ongoing 4=Death 
sequelae (describe) 

'Serious Adverse Event/Experience, 



Data Collection Form 6 

FOLLOW-UP MSIT 

HTR Studv No.: 03-122085-106 

Page No.:% - 239 
Visit Code Date Subject Initials Subject Screen #: Study # 

‘” t Follow-up 07f20 IO3 H , G, B Permapent +I:$ 
--- - 

Visit mm dd 
03-122085-106 

YY F M L 

Date Subject Entered the Zkudy: Follow-Up Visit Date: 
0-h l5fO3 --- 01/2~/ p3 --- 
mm dd yy mm dd yy 

Does the subject’s bands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

YES Cl NO If yes, complete below: 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

NO Eyes, complete below 

I Comments: 

Date 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:- - R4O 

DEMOGRAPHICS/DERMATOLOGICAUMEDICAL HISTORY FORM 

I Visit Code Date Subject Initials Subject Screen #: 
I.38 Study # 

. Subject 
Qualification 

&-JJ /S/(JJ I-/ & / ?3 Permanentfi 03-122085-106 
mmdd yy -T-E-T 

Gender: 0 Male Female. 

Does the subject have any of the following at the treatment sites? 

Age: 18 Years 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer 7 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the followtng (present and past)? 

No YeS Don’t 
, Know 

I 

II. OTHER MEDICAL IN-FORMATION No .Yes Don’t 
Know 

1. Allergies.? Please specify. su $a d yuas / 
2. Hepatitis ? J 

3. Heart and Vascular Disease? 
4. Liver Disease ? 

:I 5. Kiduey Disease ? 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] JixsuJiu [ ] 
8. Cancer ? / 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 

.~ 10. Organ trausplaut ? 
11. Auy other condition not listed ? Please specify: ,-&~~s~ /*xl& 

Is the subject taking any medication? Ikyes, please specify below: ‘iqDD” 

III. MEDICATION No Yes Don’t 
Know 

1. Autibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3, Heart Medication ? 
4. IUSl.llill? , _ / 
5. \ I 

Ofilf3-? Eckxov ISOma h&MA +.tw&smJ ! anxq+u v I I ,’ 

Comments:’ othev vwds : ska+WZ~ 25 mcj Ix ““3 d-?D 

Based on the above medical history, the subject is: bdQualified or 0 . Not qua&led for the study. 
! 

Date: 07 I )!? / 01 
mm dd YY 



Visit Code 

Data Collection Form 2 I-RR Study No.: 03-122085-l 06 
INCLUSION I EXCLUSION FORM Page No.: s - 24 1 

Date Subject Initials 1 Subj,eeeen #: Study # 

Subject 
Qualifkation d&2.//5 103 L , E,B PerxZZ,Zt#: L 

03-122085-106 
IllIIlddyy’ 

- 
f m 1 

]NCLUSION CXWI’ERIA 
\ 

1 
Check one 

NO Subject: 
V/ 1. Is18through65years? 

2. Has sigued informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study 7 
7. Is willing to refrain from using anti-dandnnT shampoo during the entire study ? 
8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs end other deodoran%ntiperspirant products during the entire study, unless prescribed by a 

VR 
t ” 

physician for an intercurrent illness ? 
9. Is willing to ret%ain from using topical steroids during the entire study, unless prescribed by a 

physician for an intercurrent illness ? 
10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 

unless prescribed by a physician for an intercurrent illness ? 
11. Is willing to comply with all study protocol requirements ? 

EXCLUSION CRITERIA 

-- 

I Check one . . . -1 
\ YES NO ‘. ,,N/A Subjectz 

1 1 V/y,] 1, Is currently participating in another clinical study at this or any ’ other facility 7 
’ davs ? 2. Has participated in any type of hand or arm wash study within the past 7 _ 

3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or usoriasis on their hadds or wrists ? / Y ,, A / I 

7. Is currently pregnant 7 0 Yes d No Of child-bearing potential: 0’ Yes Cl No 
0 Surgically Sterile, year Cl Post-menopausal, year 

If of child bearing potential - S-HCG Test 0 positive 
8. Is currently lactating 7 

/ / / 9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 

/ erythematosus, thyroiditis or rheumatoid arthritis ? 
/ 10. Has another medical condition which in the opinion of the Investigator would 

/ 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of I, wounds, intravenous management or other bed-ridden related care roles. 
1 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

I Based upon dermat d ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
IWQualified D Not Qualified for participation in thii study. 

Reasons for disqnalifi+ion: Interviewer’s InitialsiDate: /07*l543 
i 

InvestigatoA Signature: 
Date: @ iflddlo~~ 

mm YY 



HTR Study No.: 03-122085-106 
Data CollectSon Form 3 Page No.:=’ 2-42- 

INTERCURRENT mmss 1 CONCO~W MEDICATION FORM 

1 

Visit Code Date Subject Initials Subject Screen #: 
/3ir Study # 

Test 
Period 07fdc/J2 

Permanent* 
mm dd yy 

L 1 6, ,a 
F M L 03-122085-106 

I. Is skin on subject’s hands and wrists still fi-ee of dermatoses, cuts, lesions, and other skin disorders? iG?es ONo 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instnxtions in Appendix B? !Q$& 
If no, please explain: 

UNo 

II. Has subject been ill since the last visit? OYes (Complete below) E?&lo 

N. Has subject used any new oral or topical medication? OYes (Complete below) 6 

Based upon the above responses, the subject is: l&$kied c] Not Qualitled to continue on the study. 

Reasons for disqualification: 

Date of Onset: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related 0 Possibly related t] Definitely related 0 Other (explain) 

Action Taken: mane 0 Continued on study 0 Withdrawn fi-om the study Cl Consulted physician 

0 Medication taken (Complete below) ClHospitalized •J Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 
Medication 

(Oral or $-vstemic) 
‘Total Daily Dose Start Date Stop Date Indication 

mm!dd/yy I mm/ ddlyy (Reason for Taking) 

Jomments: 

- Interviewer’s Signature: 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.:= - 2q3 

HEALTH CARI3 PERSONNEL HANDWASH BACTERIAL COUNTS 
CFU/mL of Samphg SoIution 

Test Date Subject Initials Subject Screen # 

138 
07 I24 103 Permanent #: c I El B 
mm dd yy F. M L 

Study # 

03-122085-106 

BASELINE 
LEJ?T HAND DILUTIONS RIGEIT HAND DILUTIONS 

lo” 

1% 
iiiL Y4 14 J-pm5 ll(C 14 

CFu/mL~~2~10’ Countedby : m/07*28q CFUhL I*3%k17 Countedby : ?h!B /07*Z03 

LEFT HAND WASH 1 RIGHT HAND 
10” 1o-2 lo” 10” 10” 10-4 

7w-L 7n.z ki 
rwi! q-It72 -JE I m+L .5a s 
fi7t -rivn/ ,I 

C~/n-L 51x10+ Countedby: @@/T2543 CFUhL 5*b%fo4 Counted by : f5&& / 7* J s. “5, 

Calculations by: TMB /07*%/*@ Raw data reviewed by Ces 
Calculations Verified by: -6 f 7-59*03 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

/ 0-t-03 

Investigator’s Signature: Date: I4 103 
mm dd YY 



Data Collection Form SA 

Subject initials LEA Subject # 4 Study No. 03-I 22085-I 06 

‘\\ 1 
Page No.’ ,m 

ADv-msEEVENTS =- z”t”t 

I . I I 

I I I I 

. 

Note: Severity, Relationship and Outcome MUST be determined by principal investigator. 
Siwerity: 1 =Milci 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Prob&bie 3=Possible . 4=Unreiated 

Actian Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 
: 

1 Outcome: ,, -’ 1 =Resolved w/o 2=Resolved W/ sequelae 3=Ongoing 4=Death 
’ sequelae (describe) 

'Serious Adverse Event/Experience 



. Data Collection Form 6 

FOLLOW-UP VISIT 

HTR Studjr No.: 03-122085-106 

Visit Code Date Subject Initials Subject Screen #: 
M3 

Study # 

Follow-up 07/ 2% 03 L , cl 6 Permrfnent#f 
-- 

Visit YY -F-E--r 
03-122085-106 

mm dd 

Date Subject Entered the S’tudy: Follow-Up Visit Date: 

07, 15, 03 --- 07 ai 03 --- 
mm dd yy I mm dd yy 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

0 YES b&O If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

YES Cl NO If yes, complete below 

Date 



HTR StudyNo.: 03-122085-106 
Data Collection Form 1 

DEMOGRAPHICS/DERMATOLOGICAL/MXDXCAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
102 Study # 

Subject 
Qualification 01_//5 IO.3 L Q-Ja, Pe-anent #: 

rnmdd~ -i?-ML 5 03-122085-106 

Gender: 0 Male Female Age: h5 Years 1 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC. DISORDER 

1. Psoriasis ? 
2. Eczema 7 
3. Skin Cancer ? 
4. Skin Allergies 7 Please specify: 
5. Hives 7 

NY YeS Don’t 
Know 

/ 
/ 
/ 

J/ 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

Liver Disease ? 
Kidney Disease ? 

No Yes Don’t 
Know 

J/ 
I// I 

1 / 

6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.> ? 
10. organ transp1allt ? 
11. Any other condition not listed 7 Please specify: 

Is the subject taking any medication? If yes, please specify below: 

IIL MEDICATION 

1. Arhiiiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. l.U!SUliIl? 

t 5. Other ? 

No/ Yes Don’t 
Know 

/ 
\/r 

f/ 
I 

I 

I r I I 

I Comments: 
I 

Based on the above medical history, the subject is: 

Interviewer’s Sign 

// 

dQuali.fied or c] Not qualified for the study. 1 
Date: 07 I [td/ 03 

mm YY 



Data Collection Form 2 
INCLUSION I EXCLUSXON FORM 

6 
7 

Visit Code Date Subject Initials Subject Screen #: 
IA3 Study # I 

i 

Subject 
Qualification 

IV/ 
03-122085-106 

mm dd yy 
INCLUSION CRITERIA I 

Check one 
YESf NO Subject: 

1. Is lSthrough65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 

---iTrim- 1 4. Has hands and wrists that are free of dcrmatoses, cuts, lesions, and other skin disorders ? ~~ 
,72- 1 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 1 

6. Is willing to reftain from using antimicrobiaI soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study 7 

7. Is willing to refrain from using anti-dandruff shampoo during the entire study 1 
8: Is willing to retrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorantisntiperspi.raut products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
I unless p&cribed by a physic&n for an intercurrent illness ? 

_- 
I 

I r/I 1 11. Is willing to comolv with all study orotocol reouirements ? I 
I EXCLUSION CRITERTA I 

Check one :. , 
, YES NO/ N/A Subject: 

1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days 7 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

I 
* 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 

/ crythematosus, thyroiditis or rheumatoid arthritis ? 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
/ wounds, intravenous management or other bed-ridden related care roles. 

/ I .I. , 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon dcrm 
EF 

logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified 0 Not Qualified for participation in this study. 

Reasons for disqualification: Interviewer’s Initials/Date: fo7*15*~ 
) 

InvestigatoA Signature: 
Date: 9 I Bddl o-)i 

. 

mm YY 



HTR Study No.: 03-122085-106 
Data Collection Form 3 PageNo.:%‘i?& 

INTERCURRENT ILLNESS / CONCOhcrrLwr MEDICATION FORM 

Visit Code Date Subject Initials SubjeT;r #: Sttidy # 

Test 
Period 07 IWO3 C 1 J-, & Permanent#: 

mmddy --F--E-T 5 03-122085-106 

I. Is skin on subject’s hands and kkt.~ still free of dermatoses, cuts, lesions, ‘and other &in disorders’? &s lJ~o 
Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? E@& UNo 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) d No 

IV. Has subject used any new oral or topical medication? q Yes (Complete below) GJ& 

Based upon the above responses, the subject is: d ualified 0 Not QuaWed to continue on the study. 

Reasons for disqualificatiorn 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

. 
Was reaction related to treatment? mot related q Possibly related II] Definitely related 0 Other (explain) 

Action Taken: ONone q Continued on study 0 Withdrawn from the study D Consulted physician 

Cl Medication taken (Complete below) OHospitalized Cl Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: Date: u7 I dY/ 6.3 
mm dd YY 



Data Collection Form 4 
HTR Study No.: 03-12208 -106 

Page No.:= - aJ’4 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 

r 
CFu/mL of SampIing Solution 

Test Date Subject Initials Subject Screen # 
I03 

Study # 

07/24/03 03-122085-106 
D[M dd yy 

BASELINE 
LEFT KAND DILUTIONS RIGHT HAND DILUTIONS 

In-4 I , n-s I ¶A-6 I .A4 I . r.5 I - -A 

LEFT HAND WASH 11 RIGHT HAND 
IO“ lo-” lo” -4 10-l 1O-2 105 lo4 

y L F 72F l7.r AT- 3 
54 lo a a77 107 a? 

0 

ny - ax- - 

cm/I&i ’ KY/o3 Cowted by : -3 CFU/mL/ -9 i’/o 4 Counted by : afln ! 7*2@?? 

Calculations by: Jh/A lb 7.H *03 Raw data reviewed by m 
Calculations Verified by: -t-k l7-29*02, 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUimL 
TNTC - Too Numerous To Count 

/a a *03 

Investigator’s Signature: Date: B I59/0‘3 
mm dd YY 



Data Collection Form 6 HTRStudyNo.: 03-122085-106 

FOLLOW-UP VISIT Page No.:-- aso 

Visit Code Date Subject Initials Subject Screen #: Study # 

t Follow-up IO3 07129 
L Visit mm dd 

03-122085-106 
YY 

Date Subject Entered the hudy: 
0% 15103 --- 

Follow-Up Viiit Date: 

0.3 0712% 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

Cl YES If yes, complete below: . 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

ci YES 
P 

NO Ifyes, complete below 

Comments: 

Date 



HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No.- -2s1 

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

t Visit Code 

Subject 

Date Subject Initials Study # 

5 71 /5/__03 G /M /z Permanent#: Qualification 
Q. 

03-122085-106 
mmddyy 7-x-L 

Gender: Cl Male Female 

Does the subject have any of the following at the treatment sites? 

Age: 21 Years 

I. DERMATOLOGIC DISORDER No Yes Don’t 
Know 

2. Eczema ? 

I 
4. Skin Allergies ? Please speck&: -- 

5. Hives ? 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Hepatitis 7 
3. Heart and Vascular Disease? 

Liver Disease ? 
Kidney Disease ? 

6. Tuberculosis 7 
7. Diabetes 7 Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

No ‘Ye.5 Don’t 
Know 

v’ / 

V 

Is the subject taking any medication? If yes, please specify below: 

I-IL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACES, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Insuliu 7 
5. Other ? 

No , Yes Don’t 
Know 

1 Comments: 
I 

Based on the above medical history, the subject is: .ti uaiiied or Cl Not qualified for the study. , 
-1 

Interviewer’s Sign Date: 07 / 15 I al 
mm dd YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code Date Subject Initials Subject Screen #: 
J54 

Subject 07//5, Q-3 L j pA,z Permanent#: 
Qualification --- -- mm dd yy f m 1 

Study # 

03-122085-106 

Check one 

INCLUSION CRITERJA 

I YES / NO Subject: 

r- djf 1 1. IslSthrough65years? 
1 2. Has signed informed consent 7 

3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to reWn from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study 1 

[ //I 7. Is willing to refrain fkom using anti-dandruff shampoo during the entire study ? 

J,, 8.. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

I 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

1 11. Is willing to comply with all study protocol requirements ? 

I-- EXCLUSION CRITERIA 

r---=F2N,; SubJect 
j YES , : 

I I. IS currently participating in another clinical study at this or any other facility 2 
2. Has participated in any type of hand or arm wash study within the past 7 days 7 

Cl Not Qualified 

I 1 I//y 1 3. Has cuts, lesions, or other shin disorders on their hands or wrists 7 

I/, 
1 / 

4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, PolysporinB and/or perfume allergies ? , 

6. Has eczema or psoriasis on their h+& or wrists ? / 

Male 7. Is currently pregnant 7 Cl Yes ra/No Of child-bearing potential:dYes q No 
Cl Surgically Sterile, year 0 Post-menopausal, year 

If of child bearing potential - &HCG Test 0 positive 
8. Is currently lactating 7 

, 
9. Has been medically diagnosed as having a medical condition such as: diabetes, 

hepatitis, an .organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

, 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

gic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 



Data Coilection Form 3 
HTR Study No.: 03-122085-106 

Page No.:=453 
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
/54 

Study # 

Test 
Period b’ 7ld+J 0% 1 !/rr J p Permanent& ’ 

mm dd yy ?--M L 6 03-122085-106 

I. Is skin on subject’s hands and k&k still free of dhmatoses, cuts, lesions, ‘aud other skin disorders? mw mo 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? FE& CiNo 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) 0% 

IV. Has subject used any new oral or topical medication? q Yes (Complete below) E&K 

Based upon the above responses, the subject is: W$k.ifled U Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

Was reaction related to treatment? RNot related 0 Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone q Continued on study 0 Withdrawn from the study Cl Consulted physician 

Cl Medication taken (Complete below) DHospitalized q Other (explain) 

Additions Comments: 

CONCOMITANT MEDICATION 

Comments: 
I / 

- Interviewer’s Signa$re: Date: 07 J d,% J 03 
mm dd YY 



Data Collection Form 4 
HTR Study No.: 03-12 085-106 

Page No.:& 

HEALTH CABE PERSONNEL HANDWASH BACTEBIM, COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initials 

07 124 103 L M I P Perma~tt#: 
mm dd yy F. M L 

Study # 

03-122085-106 

[ CFTJhL24y~0 ‘Counted by : @% I T?dB.qI CFU/rd~4Y 10’ Counted by : &ti / 7.24. 

LEFT HAND 
10-l 

7aTt 
7wz 
7k% 

cFfJ/rnL I. 3x I05 

WASH,1 RIGHT HAND 
105 1o-3 lOA 105 109 1o-4 

! lwz 78 I/ 
Pm- Tknr 32 , P 

Comted by : d&j / 7irg?.qj CF Counted by : 17 as.3 

LEFT HAND WASH 11 RIGHT HAND 
10-l 1o’2 lo5 10-l lo” 1o-3 lOA 
7 P7c 36 m7c ‘.m (1 / 

7k17 7;tZ. 34 3 .*z lLn ii$? 3 
m?L ;nLz 

cFuhlL3.Ix lo+ Counted by : d&5 I 72% ?j CFUhLt - b >( 104 Counted by : &9 I 7.2 8.03. 

Calculations by: m% I 0 7’ 24 ‘03 Raw data reviewed by rm 
Calculations Verified by: 7z I 7-&9’/+L3 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFUlmL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: B I@ / 03 
mm dd YY 



Data Collection Form SA 

Subject initials 4 m P Subject # b Study No. 03-122085-106 
Page No.’ 3k255 

t 
.ADVERSEEVENTS 

Actbn I,...,,,, IRelation- kwestinatorll 
Taken 1 “ULGUlllP ship SlgrWApate 

I 
\ 

I v 

Symptom I Event 
n 

Onset Date En& y-. .Y,N 

Symptom I Event ’ Onset Date End Date ‘$ 
1 

Severity Action 
Taken Outcome Re$on- Sf”zG$f$e 

ED”afi Comment/ Note: Initials 

Note: Seierity, Rglationship and Outcome MUST be determined by principal investigator, 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relatidnship: 1 =Definite 2=Probable 3=Po&ible 4=Uhrelated 

Action Taken: l=None 2=Rx Therapy 3TDiscontinued Study 4=Other (specify) 

” 1 Outcome: 1 =Resolved w/o 
sequelae 

2=Resolved wl sequelae 3=0ngoing 
(describe) 

4=Death 

- ?%rious Adverse Event/Experience 



. Data Collection Form 6 HTRStudyNo.: 03-122085-106 

FOLLOW-UP VISIT PageNo.:- d 2% 
t 

Visit Code Date Subject Initials Study # 

Follow-up 
Visit 

03-122085-106 

Date Subject Entered the s’tudy: 

071 lcsl 03 --- 

Follow-Up Viiit Date: 

-- 0‘3 07/ 2% 
mm dd yy 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

YES Cl NO If yes, complete below: 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

cl YES NO If yes, complete below 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:- $?57 

DEMOGR4PHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

i Visit Code Date Subject Initials Subjefict #: Study # 

Subject 
Qualification ,93//5-103 P IA I D Permanen*#: 03-122085-106 

mm dd yy F-%?-L 

Gender: Cl Male Female. Age: Years 

Does the subject have any of the following at the treatment sites? 

L DERMATOLOGXC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

No YtZS Don’t 
Know 

d//. 
v/, 
i/,/ 

Kidney Disease ? 
6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 

Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. organ transp1aIlt ? 

Any other condition not listed 1 Please specify: 

Is the subject taking any medication? If yes, please speci 

Based on the above medi or Cl Not qualified for the study. 
) 

Interviewer’s Sign Date: 8 7 I- [,fs I OL? 
mm dd YY 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Iuitials Subject Screen #: 
u.3 

Study # 

Subject Permanent #: 
Qualification D7llfild.3 p-4 ID 03-122085-106 

mm dd yy frnl 
INCLUSION CRITERIA 

Subject: 
1. IslSthrough65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm pastthe nail bed ? . 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 
7. Is willing to refrain fkom using anti-dandruff shampoo during the entire study ? 

8: Is willing to refrain from using body lotions, medicatedkttibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

\ 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 

I 

Y 
Ir uriless prescribed by a physician for an intercurrent illness ? 

11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study withiu the past 7 days 7 
3, Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails dr nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 7 
6. Has eczema or psoriasis on their hpds or wrists ? / 
7. Is currently pregnant ? D Yes [9’No Of child-bearing pot tial: 0 Yes 

Cl Surgically Sterile, year - &ost-menopau!Jear 199% 
If of child bearing potential - S-HCG Test Results: D negative 0 positive 

8. Is currently Iactating ? 
J 

/ 9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
/ wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Ba& upon denn 
8 

logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified Cl Not Qualified for participation in this study. 

Reasons for disqualifi~tion: Interviewer’s Initials/Date: E3 /07*1543 

InvestigatoA Signature: 
Date: B1.9 I’d3 

nun dd Yy 



HTR StudyNo.: 03-122085-106 
Data Collection Form 3 Page No.:~~A% 

~TER~~RRENTILL~~s/coN~oMITANT~;IEI)ICATI~NF~~ 

i 

Visit Code Date Subject Initials Subjey/y #: Sttidy # 

Test 
Period 0 7JzJ 03 7 JAJr> Permanentk 

K dd w FM-L 7 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? d es CD-40 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the iustructions in Appendix B? Ef&s DNo 
If no, please explain: 

III. Has subject been ill since the last visit? UYes (Complete below) mo 

IV. Has subject used any new oral or topical medication? UYes (Complete below) & 

Based upon the above responses, the subject is: nd ualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

Was reaction related to treatment? mot related •J PossibIy related El Definitely reIated 0 Other (explain) 

Action Taken: ONone 17 Continued on study III Withdrawn from the study 0 Consulted physician 

CI Medication taken (Complete below) hospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signature: 
L--y &Q & 

Date: O‘I / 23 / ‘3 
mm dd YY 

i 



Data Collectidn Form 4 

HEALTH CARE PERSONNELHANDWASH BACTERIAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
J 13 Study # 

03-122085-106 
mm ad yy F. M L 

BASELINE 
LEFT HAND DILUTIONS RIGFIT HAND DILUTIONS 

lOA lo” KY6 lOA KY5 loa 

r---c Ihc. 2& 7WTC kB- /4 - 
-rnrrC kW- 27,. -i-w= ‘-5’73, 1% 

CJ?U/x&-O~f07Counted by : &@.! 76503 C!FU/mL/.b~ ID7 Countedby: /a, / 74549 

LEFT HAND WASH 1 RIGHT HAND 
I- -1n-1 
I 

*v I 
, 

Ii-9 .- 105 lo4 lo” 10” lo” 1O4 
7, L?Z- L -I-hfR: 7mc y!b--,- 8 

LEFT HAND WASH 11 RIGHT HAND 
10-l lo” lOA 10-l lo-* 10” lo4 

7-N-K w-rc b --l-c -fux. 5G 5 
TNTC -l-m- Ll/ 5 TAJTZ -I-NR 533 / I2 

-t-m@ -t-N-L 
cFu/mL 5.cpJc Id Counted by : a i 7dZ%?3 CFUhL 5.4 )c ID Y Counted by : m I 7*.35&2 

U 

Calculations by: % /7*db’03 Raw datareviewedby ilk25 ,w Q3 
Calculations Verified by: 3s I 07~24.03 
*IO-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

I~--- Investigator’s Signature: Date: I / 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT Page No.:% - g(b1 

Visit Code Date Subject Initials Subject Screen #: 
II3 Study # 

Follow-up 071 2% / 03 f f h f’1> Pemanen** 7 (-&122()85-1()6 
Visit mm c&i vv F M L 

Follow-Up Visit Date: 
07/2%/03 --- 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

0 YES 
F 

NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/seVerity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

0 YES NO If yes, complete below 

Comments: 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:s -2 62 

DEMOGRAPElKZ9DERMATOLOGK!AL/MEDICALHISTORY FORM 

Visit Code Date Subject Initials Subject 
/s 

creen #: 
x3 

Study # 

Subject 07, Y5P3 A- lh& Permanent #: 
Qualification & 

03-122085-106 
mmddyy -F--%-L 

Gender: q Male d Female. Age: 31 Years I 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis 7 
2. Eczema ? 

No 

v/ 

Yes Don’t 
Know 

I 3. Skin C&ncer ? 
4. Skin Allergies ? Please specify: / 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease’? 

Liver Disease ? 
Kidney Disease 7 

No ‘YCS Don’t 
Know 

/ 

#I 
w 

Ir” 
6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: u 4 I 

Is the subject taking any medication? If yes, please specify below: 

IIL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 

No Yes Don’t 
Know 

7 
Comments: 

Based on the above medical history, the subject is: hualified or Cl Not qualified for the study. 1 

Interviewer’s Signature: J&e: 1775, ‘3 
mm dd YY I 



Data Collection Form 2 HI-R Study No.: 03-122085-106 
INCLUSION I EXCLUSION FORM Page No.: z - 263 

I 
Visit Code Date Subject Initials Subject SC een #: 

kL3 
Study # 

Subject 

ITlUlddyY 
Ad--I I5 Permanent #: 

Qualification n’;7lI5lQ 
f m 1 s 

03-122085-106 

INCLUSION CRITERIA I 
Cheek one 

YES NO Subject: I 
7-1 1 1. Is 18 through 65 years 7 1 
-21 1 2. Has signed informed consent ? I 

--/ 

5 

./ 

3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 
6. Is willing to re&in from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 

77 I 1 7. Is willing to refrain from using anti-dandruff shampoo during the entire study 1 I 
8: Is willing to re&ain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorautiantiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

J- 
9. Is willing to reM from using topical steroids during the entire study, unless prescribed by a 

physician for an intercurrent illness ? 
10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 

&less prescribed by a physician for an intercurrent illness ? 
11. Is willing to comply with all study protocol requirements 7 

EXCLUSION CRJTERIA 

Check one . 
YES NO N/A Subject: 

I J 1. Is currently participating in another clinical study at this or any other facility 7 

I / 2. Has participated in any type of hand or arm wash study within the past 7 days ? 

I /I 1~- 3. Has cuts, lesions, or other skin disorders on their hands or wrists ? I. I I 
I d/I 1 4. Has artificial nails or nail tips’? - I 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant 7 I3 Yes ,FryNo Of child-bearing potential:&YYes Cl No 

A- 
0 Surgically Sterile, year 0 Post-menopausal, year 

If of child bearing potential - P-HCG Test Re Cl positive ---%d 03 
8. Is currently lactating ? 

/ 
9. Has been medicahy diagnosed as having a medical condition such as: diabetes, 

L/ 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

J 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

i/’ 
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wounds, intravenous management or other bed-ridden related care roles. 
/ 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

Based upon derm 
8 

logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified 0 Not Qualified for participation in this study. 

Reasons for disqualifl~tion: Interviewer’s Initials/Date: c?0 f7(r& 
3-Y , I * 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials &ibject Screen #: 
/a3 Study # 

’ i Test 
Period 

03 /;13/03 
mmdd yy 

A, c , & Permanent#: 
FML 4 03-122085-106 

1. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? Ed es ON0 
If no, please indicate condition: 

II. Has subject used non-antibacterial soap and followed the instructions iu Appendix B? d es UNo 
If no, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) 60 

IV. Has subject used any new oral or topical medication? CfYes (Complete below) 5!& 

Based upon the above responses, the subject is: 6 ualitied q Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 
.^ 

Was reaction related to treatment? mot related Cl Possibly related Cl Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study 0 Withdrawn from the study Cl Consulted physician 

0 Medication taken (Complete below) DHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

+ Interviewer’s Signature: Date: 031 331 03 
mm dd YY 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.: x - %5 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CXT.J/mL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
123 Study # 

o-J-/23/03 &JJ-J L,J?J Permanent#: -- 
mm dd yy F. M L 

03-122085-106 

LEFT HAND DILUTIONS 
ws w6 

I&L- IS 

tG!%-- 19 

Calculations by: <+ /-Wb-b3 Raw data reviewed by &2 I$ *l-Q3 
Calculations Verified by: ,72$3 10 7 r 24 * a 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Date: //9 103 
mm dd YY 



Data Collection Form 6 HTRStudyNo.: 03-122085-106 

FOLLOW-UP VISIT PageN~.:%~ %b - 

Visit Code Date Subject Initials Subject Screen #: 
\na Study # I 

Follow-up 
Visit 

03-122085-106 

07/15/03 --- 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

0 YES 
)“’ 

NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

NO If yes, complete below 

Date 



Data Collection Form 1 
DEMOGRAPI3iICS/DERMATOLOGICAL/MEDICAL HISTORY FORM , 

Visit Code Date Subject initials Subject Screen #I: 
150 Study # 

Subject 
Qualikation 67 45 Lc3 j# / pa pe-anent#: 03-122085-106 

&ii- dd w F M L 

Gender: Cl Male Female. 

Does the subject have any of the following at the treatment sites? 

Age: 4fo Years 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 
3. Skin Cancer 1 
4. Skin Allergies ? Please specify: 
5. Hives 7 

\ 

No Yes Don’t 
Know 

V, 
/ 
/ 

J/ 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 

No/ ‘Yes Don’t 
Know 

3. Heart and Vascular Disease? 

,I ‘:: 
Liyer Disease ? I I// 
Kidney Disease ? 

6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-hmune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

Is the subject taking any medication? If yes, please specify below: 

III. MEDICATION 

1. Auiibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication 7 
4. blsuliu ? 
5. other 7 

No , Yes Don’t 
Know 

/ 
J/ 

/ I 
l//-f 

I 

Comments: r--- ;. I 

Based on the abo or 0 Not qualified for the study. 
1 

Date: 07 / 25 / m 
mm dd YY ‘ 



Data Collection Form 2 
INCLUSI~~N I EXCLUSION FORM 

HTR Study No.: 03-122085-10 
Page No.: s - d/d 4 

Vkiit Code 

Subject 
Qualiication 

Date Subject Initials 

mm dd yy f m 1 
INCLUSION CRITERIA 

Study # 

03-122085-106 

Stibject: 
1. Is 18tbrough65years? 
2. Has signed informed consent ? 

I J 7 3. <healthy as evidenced by responses on DCF I? 

~ I , 1 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 

I /’ 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 

, 6. Is willing to refrain fromusing antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study ? 

/ 7. Is willing to retin from using anti-dandruff shampoo during the entire study ? 
8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodoran~autiperspirant products during the entire study, unless prescribed by a 
physician for an interment illness ? 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

’ 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

11. Is willing to comply with all study protocol requirements ? 

Check one . . . 
YES NO / N/A Subject: 

1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails or nail tips? 

Female F 

5, Has soap, detergent, antibiotic, PolysporinB and/or perfume allergies 7 
6. Has eczema or psoriasis on their ha@ or wrists ? 
7. Is currently pregnant ? 0 Yes &Jo Of child-bearing potential: ridYes II No 

0 Surgically Sterile, year 
-& 

Cl Post-menopausal, year 
If of child beariug potential - P-HCG Test Results: negative •J positive 

8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

/ 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

,. I 1. Has any responsibility for, care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon derm 
8 

logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified 0 Not Qualified for participation in this study. 

Reasons for diiqualifi@on: ~Interviewer’s Initials/Date: 3-m / 0~1503 
! 

InvestigatoA Signature: 
Date: @I@ 43 

mm dd YY A 



Data Collection Form 3 
INTERCURRENT IaLNEsS 1 k&W%xiTANr MEDICATION FORM 

Visit Code Date Subject Initials Subjere #: Stidy # 

Ted 
Period 

071 aYj 03 
mmddyy 

Permanent* A 17 f’c> 
F ML 9 03-122085-106 

4 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? 6s CiNo 
Ifno, please indicate condition: . 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? E?&s UNo 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) drjo 

IV, Has subject used any new oral or topical medication? OYes (Complete below) 4 

Based upon the above responses, the subject is: wualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related I3 Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study Cl Withdrawn fkom the study ll Consulted physician 

0 Medication taken (Complete below) OHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signattrre: -,./Rt/~ 
Date: in / cw / 63 

mm dd YY 



Data Colle&n Form 4 
HI’R Study No.: 03-1_2208;106 

Page No.:= 2s’ 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
C!FU/mL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
I50 Study # 

02 i<t 103 permanent#: RI PI B 03-122085-106 
w F. M L 

BASELINE 
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS 

lOA 1O-5 1o-6 lo4 W5 I lo4 
nu’rc 7,at 9 n&i 22$ 20 
lmc -iz re I3g /a 

cFulmL2.1 YlOGedby : $I5 I 7-28-0, CFUh.k,~%~~o~ Countedby: %~TS / 7-28-63 

LEFT HAND WASH 1 RIGHTHAND 
10-l 10” W3 -4 lo” lo5 IO9 lOA 

Tim nm IBI mnc; 7&C ZlL 2L 
f-hjrc qi.yKH = 21 ML flc ii3 & b - 
-lxx. pm , 

Countedby: ‘%s /TYZ%G 1 CFU/~L~.SXIO~ Counted by : 45 l710-m. 

Calculations by: ;rrlF3 / 07.29 *@I Raw data reviewed by aa / 8gl.Q3 
Calculations Verified by: TG- / 7429d3 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
underlined values are used for calculation of CPUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: ! $3 43 
mm dd YY 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT PageNo.:%) 23/ 

. f 

Visit Code Date Subject Initials Subject Screen #: Study # 

Follow-up 0% 2 9, 03 --- &, p / 7> Pem?en~g~n 
Visit YY 9 03-122085-106 

mm dd F M L 

Date Subject Entered the S’tudy: 

Qa15/03 
Follow-Up Visit Date: 

07/ 2%03 --- 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erytheia and/or edema 
that may be indicative of a,skin infection? 

0 YES NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

;  .  .  

,j 
i 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

OYES )JfNO If yes, complete below 

Comments: 

Date 



HTR StudvNo.: 03-122085-106 
* Data Collection Form 1 Page No.- -d72- 

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
\rS 

Study # 

03-122085-106 
F M L A 

Age: 62 Years 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER No Yi?S Don’t 
Know 

1. Psoriasis ? 
2. Eczema 7 / 
3. skin cancer 7 I/ 
4. Skin Allergies ? Please specify: I / 1 

‘ 
I 5. Hives ? I/ I I I 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Hepatitis 7 
3. Heart and Vascular Disease? 

>t :: 
Liver Disease ? 
Kidney Disease 7 

6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specifil: h 

No ‘YeS Don’t 
Know 

r/’ 

/ 

Is the subject taking any medication? Ii yes, please specify below: 

III. MEDICATION No 

1. Antibiotics, oral or systemic 7 v/ 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? A 
3. Heart Medication 7 / 
4. InsuliIs 1 IA- 
5. Other? v \d\o 9 Ltxb ih?wu&a 

Yes 

I/ 

Don’t 
Know 

Based on the above medical history, the subject ii: 
,) - .- ‘- 

Interviewer’s Signature: 

I 

or 0 Not qualified for the study. 

Date: 07 / -5 1@8 
mm dd Yy- 

/ 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

HI-R Study No.: 03-122085-106 
Page No.: J$ - a73 

Visit Code 

Subject 
Qualification 

Check one 
YES NO Subject: 

1. Is 18 through 65 years? 
2. Has signed informed consent ? 

1 3. Is healthy as evidenced by responses on DCF 17 _~ ~~~ 
/I 1 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 

./ I 1 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 

I 

6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study ? 

7. Is willing to refrain from using anti-dandruE shampoo during the entire study 1 
8: Is willing to reti from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorant/antiperspirant products during the entire stndy, unless prescribed by a 
physician for an intercurrent illness 7 

9. Is willing to rem from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

1’ 
10. Is ,willing to reEain from using topical or systemic antibiotic medication during the entire study, 

unless prescribed by a physician for an intercurrent ilmess ? 

J 11, Is willing to comply with all study protocol requirements 7 
EXCLUSION CRITERIA 

Check one ., 
YES NO N/A Subject: 

1, Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days 7 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

/ 4. Has artificial nails or nail tips? 
/ 

/-- 

5. Has soap, detergent, antibiotic, PolysporirB and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 

1 

kmale Female Male 7. Is currently pregnant 7 0 Yes 0 No Of child-bearing potential: 0 Yes q No 
cl Surgically Sterile, year - 0 Post-menopausal, year - 

If of child bearing potential - P-HCG Test Results: 0 negative 0 positive 
/ 8. Is currently lactating ? 

t 
I I \ 9. Has been medically diagnosed as having a medical condition such as: diabetes, 

/ 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

IO. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Cl Not Qualified for participation in this study. 

Reasans for diiqua&ation: Interviewer’s InitiaWDate: m I 

Investigator’s Signature: 
Date: 8 /’ ti dd I’ d> 

mm YY 



? 

HTR Study No.: 03-122085-106 
Data Collection Form 3 PageNo.:$k2731 

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
/ET 

Study # 

Test 
Period tf I L lfl Permanente 07 iJ31655 

mm dd yy F M L IO 03-122085-106 
J 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? EiYes 6 
Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions iu Appendix B? R’%$s IJNo 
Ifno, please explain: 

III. Has subject been ill since the last visit? mes (Complete below) @‘No 

IV. Has subject used any new oral or topical medication? C]Yes (Complete below) 6 

Based upon the above responses, the subject is: Wualitied q Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTER-NT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

0 Defmitely related Cl Other (explain) Was reaction related to treatment? mot related 0 Possibly related 

Action Taken: mane 0 Continued on study t] Withdrawn from the study 0 Consulted physician 

0 Medication taken (Complete below) q Hospitalized Cl Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s S&mature: Date: 671423 f035 
mm dd YY 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.: x c 276 

HEALTH CARE PERSONNEL FIANDWASH BACTEBIAL COUNTS 
CFUhnL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
115 

07 /23/03 RI ~-1 PJI Perm;rt#: 
mm dd yy F. M L 

Study # 

03-122085-106 

BASELINX 
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS 

1O-6 -4 

i7 .7&L l&i aTA 
/o -l&Kc/ 733, 74 

CFUhL \ -c$ lb’ Counted by : m8 /0?*25+03 cFu/InL /. YY 107 COG& by : Jr40 / 0-I 2ja3 

LEFT HAND 

I-i-iG 
cFu/mL4. a x rbS 

WASH 1 RIGHT HAND 

7Nz TN-L 52, 

Counted by : m??~ /07*2S*~3 CFUhnL 5.X K fg Countedby: JNB /0725’03. 

r LEFT HAND WASH 11 RIGHT HAND 

1 10-l 1o-2 1 lo5 lOA 10-l / 10” 10” 10” a-. 1 Ail 

CFuhLJ. s x 2 Counted by : DR 187’291 

Calculations by: 7G I7 4& %3 Raw data reviewed by a@ / w43 
Calculations Verified by: 3 m m-24-0? 
*lo-’ dilution is the sum of 1 .O I& spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 5% / fi IS3 
mm dd YY 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT PageNo.:+ 27b 
Visit Code Date Subject Initiils Subject Screen #: 

5 Study # 

Follow-up OJ/ 2% 03 -- 
8 , L , M 

Visit YY FML 
Permapent I’ )z> 

03-122085-106 
mm dd 

Date Subject Entered the S’tudy: 

cm 151 03 
Follow-Up Visit Date: 

07/z% 03 --- 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

Cl YES NO If yes, complete below: 
I 

Clinical Observations: (Include date of onset and descriptionslseirerityflocations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

0 YES if NO If yes, complete below 

Comments: 

Date 



Gender: 

Data Collection Form 1 
H’JX Study N;o.z3-$224~~ ,/ 

DEMOGRAT?HKWDERMATOLOGIC~kf.l3~XCALI3.ISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 

Subject 
IDX 

Study# 

Qualification 
II 

03-122085-106 
* 

, 

0 Male Female. Age: 6,3 Years 

Does the subject have any of the following at the treatment sites? 

L DERMATOLOGIC DISORDER No/ YeS Don’t 
Know 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Skiu Allergies ? Please specify: J f 

5. Hives ? I 
Does the Subject have any of the following (present and past)? 

IL OTJ3ER MEDICAL INFORMATION 

1. Allergies.? Please specify. SQ&~ a 1 
2. Hepatitis ? 
3. Heart and Vascular Disease? h& blood M.&s&e 
4. Liver Disease ? I I 

) 5. Kidney Disease 7 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? L PIease specify: h~oo)bq~o~is~ 

Jk 1 

No ‘Yes/ Don’t 
Know 

/ 

, 
k’, 
r/ 

/// 
r/. 

Is the subject taking any medication? If yes, please specify below: 

IIL MEDICATION No Yes Don’t 
Know 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? / 
3. Heart Medication ? &aprb 2ama I x cbi 
4. JIld.iU? V’ / 
5. Other ? 1 se belod I v’ 

Based on the above medical history, the subject is: 
-) 

Interviewer’s Signatur 

&!Qualifled or 0 Not qualified for the study. 

Date: 07 I 15 103 
mm dd YY 



Data Collection Form 2 
XNCLUSION I EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials 

0 7//5/03 Permanent #: s_/ L tB 
mm dd yy frnl 

INCLUSION CRITERIA 

Study # 

03-122085-106 

I 

Check one 
NO Subject: 

1. Is 18 through 65 years ? 
2. Has signed informed consent ? 

I// 3. Is healthy as evidenced by responses on DCF 1 ? 
/ 

, / 4. Has hands and wrists that are tiee of dermatoses, cuts, lesions, and other skin disorders 7 

\/ I ’ 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Es willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 
7. , Is willing to refrain &am using anti-dandruff shampoo during the entire study ? 
8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorantAmtiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

9. Is witig to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

11, Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one . . . 
) YES NO/ N/A Subject: 
t 

1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artilicial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 7 
6. Has eczema or psoriasis on their hi@s or wrists ? 

Female F 
X 

Male 7. Is currently pregnant ? Cl Yes m/No Of child-bearing po tial: 0 Yes B’No 
q Surgically Sterile, year __ &T Post-menopausal, year 

If of child bearing potential - S-HCG Test Results: 0 negative U positive 
c147 

8. Is currently lactating ? 
/ 

J 
9. Has been medically diagnosed as having a medical condition such as: diabetes, 

hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

/ 10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibiiity for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

gic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Not Qualified for participation in this study. 

Reasons for-disqualification: Iqterviewer’s~nitials/Date: 3@3 /07+j*Q3 
1 

Investigator9 Signature: . 
Date: 0s I 10 I 03 

mm dd YY 



Data Collectlon Form 3 
- INTERCURRENT ILLNESS / CONCOMXTANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
f*O$j 

Sttidy # 

Test 
Period 

07 $3 / 63 s / L f Q Permanent* 
Inmddyy FML 03-122085-106 

I 

r -? 

I. Is skin on subject’s hands and wrists still fkee of dermatoses, cuts, lesions, ‘and other skin disorders? Ed es KIN0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? ITtLs ON0 
If no, please explain: 

*“4 I 
1 Was reaction related to treatment? DNot related El Possibly related II DeSnitely related 0 Other (explain) ’ 

III. Has subject been ill since the last visit? DYes (Complete below) I340 

IV. Has subject used any new oral or topical medication? DYes (Compiete below) lzt.Fc 

Based upon the above responses, the subject is: d ualifled 0 Not Qualifled to continue on the study. 

Reasons for disqualification 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNXSS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Action Taken: ONone Cl Continued on study 0 Withdrawn from the study 1 c] Consulted physician 

c3 Medication taken (Complete below) CJHospitalized 0 Other (explain) 

I Additional Comments: 

I 
t 

I I I , 

I Comments: 
‘I 

- Interviewer’s Signature: .a 
LL lddvrv1 

Date: 0-7 / d3 I 03 
. mm dd YY 

-1 _ 



Data Collection Form 4 

HlbiLTH CARE PERSONNEL HANDWASH BACTEIUAL COUNTS 
CFuhL of sampling Solution 

Test Date Subject Initials Subject Tg$# Study # 

07laslos -- 
5, L, 13 Permynt#: 03-122085-106 

mm dd yy F. M L 

BASELINE ‘. 

LEFT HAND DILUTIONS RIGFlT HXND DILUTIONS 
10” 

&L 

I 1O-6 I I 10-3 

WC 

LEFT HAND WASH 11 RIGHT HAND 
10-l 105 lo” lo4 10-l 1O-2 105 1O4 

-fmc 7-NTd &#-- 18 ‘TALC m-K /AZ--- /4 
ThlTC 7hf7c I&--- I5 7hJ-c 7-N-K 
-rmc -I-NTC 

clqJ/mL I* Ji x lb3 Counted by : @iI 7&+03 cFuhnL /. ,3 % ,a5 Counted by : m !7*a54 u ” 

Calculations by: T I 7 1) b ‘0 2 Raw data reviewed by a& / g.u73 
Calculations Verified by: AX@ t 0 7.29 -0.3 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

%%)?&I not &rr& due i6 mdabi\ ih uf fbe dad-e. JN@ m-2403 
J , 

Investigator’s Signature: Date: 6 I // I03 
mm dd YY 



. Data Collection Form 6 HTR Stud% No.: 03-122085-106 

FOLLOW-UP VISlT 

Visit Code Date Subject Initials Subject Screen #: 
KS Study # 

Follow-up 07/2%03 3, L , 0 Permanent #: 
// 03-122085-106 

Visit mm dd w FM-L ‘ 

Follow-Up Visit Date: 

071 z&o3 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

Cl YEi 
Y 

NO If yes, complete below: 

Clinical Observations: (ruclude date of onset and descriptions/seirerity/locations, etc.) 

Comments: 

i 1 . . 

Has the subject had any health related issues since the treatment procedure? 

u Y-ES 
P 

NO If yes, complete below 

Comments: 

Date 

r/ /a,683 
mm dd YY 



Data Collection Form 1 
HTR Study No.: 03-122085-106 

Page No:- *ZG 
DEMOGRAPHIC -,--*-.--- -- “UIQv7%kJJL~~WI~I &La” A ” RY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 03-122085-106 (j-? / Icj-,B c / c I G 

m aa ye F M L 
Permanent a ,g 

Gender: •! Male o/ Female. 

Does the subject have any of the following at the treatment sites? 

Age: ds Years 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 
3. Skin Cancer ? 
4. Skin Allergies 2 Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

No YES Don’t 
Know 

c/ 
/ 
/ 
J 

I 

II. OTHER MEDICAL INFORMATION No ‘YeS Don’t 
Know 

1. Allergies.? Please specify. (/, 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

‘I ;: 
Liver Disease ? cl 
Kidney Disease 7 

6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ J Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroid&is, AIDS, etc.) 7 
10. Organ transplant ? / 
11. Any other condition not listed ? Please specify: Q s&w 

/ 
Is the subject taking any medication? If yes, please specify below: c)-;tz;nt SE 

IKL MEDICATION No Yes Don’t 
Know 

1. Aniiiiotics, oral or systemic 7 c/ 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 1 A- 

1 
5. Other? %nqU.!i&- \0W% \&U+ C &*wkj I ” u 1 

I cd. 

Not qualified for the study. 
i r 

Interviewer’s Signature: Date: ST/ /s-I 43 . 
mm dd YY 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

HTR Study No.: 03-122085206 _ 
PageNo.: z- 1 

Date Subject Initials Subje&@r #: 
Study # 

03-122085-106 E f t / 6 z/5/ O3 
YY f m 1 

Permanent #: &. 

INCLUSION CRITERIA I 

Check one 

5 
NO Subject: 

1. Is 18 through 65 years ? 
2. Has signed informed consent ? 

5 

3. Is healthy as evidenced by responses on DCF 1 7 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? . 

/ 
6. Is willing to reiisin fromusing antimicrobial soaps (liquids antior bars) for bathing, 

showering, and handwashing during the entire study ? 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

/ 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to reti-ain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercrurent illness ? 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

.Y I 1 11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERTA 

Check one *. 
YES NO NIA Subject: 

1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days 7 

I /I 1 3. Has cuts. lesions. or other skin disorders on their hands or wrists ? -. 

4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or per-&me allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant 7 0 Yes AZ%0 Of child-bearing potentialtiYes U No 

/ 
0 Surgically Sterile, year 

-d 
0 Post-menopausal, year 

If of child bearing potential - B-HCG Test Results: negative 0 positive 
8. Is currently lactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, an immunologic disease such as AITX (or HIV positive), Lupus 
erythematosus, thyroid& or rheumatoid arthritis ? 

/- 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

/. 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous managembnt or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

logic evaluation and the information contained in Data Collection Forms 1 aud 2, the subject is: 
D Not Qualified for participation in this study. 

- -& 7lklo3 - Reasons for disqualifi+t.ion: 

Investigators Signature: 

. Interviewer’s Initials/Date: ,CW / ,- 

Date: asl lo / 03 
mm dd W  



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:=’ 234 

INTERCURRENT ILLNESS ! CONCOMITA.NT MEDICATION FORM 

Visit Code 

Test 
Period 

- Date Subject Initials ShbjeT$cr #: Study # 

03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? @&s ON0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? mes 
Ifno, please explain: 

III. Has subject been ill since the last visit? q Yes (Complete below) e/No 

IV. Has subject used any new oral or topical medication? (3Yes (Complete below) I& 

Based upon the above responses, the subject is: d Qualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

Date of Onset: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? ClNot related 0 Possibly related Cl Definitely related 0 Other (e&a@ . 

Action Taken: ONone 0 Continued on study 0 Withdrawn from the study Cl Consulted physician 

0 Medication taken (Complete below) OHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMJTA.NT MEDICATION 

I I I I 

Comments: 

. Interviewer’s Signature: 
L Q. !ti 

Date: 07f af I 03 
mm dd YY 



Data Collection Form 4 
I-RR Study No.: 03-1220 5-106 

PageNo.:~ - 249 
HEALTH CARE PERSONNEL -WASH BACTERIAL COUNTS 

CFUlmL of Sampling Solution 

Test Date Subject Initials Study # 

03-122085-106 

BASELINE 1 
LEFT HAND DILUTIONS I I R LIGHT HAND DILUTIONS 

I W5 
wf- 1z 

LThtrc 13 
1 CFU/mLI*3y/o’ Countedby:m lO7*% 

I LEMT HAND WASH 1 RIGHT HAND 

WASH 11 RIGHT HAND 
lOA 
1 & 

1o-2 109 
SO 10 T 

6 ci(4 , lb , I 
I 

Counted by : 3% /~7’2ih23 CFUfmL8~%%~03 ~ Counted by : rm I 07’B*@ 

Calculations by: m@ lo7’2~‘03 Rawdatareviewedby a& I 9-f-m 
Calculations Verified by: 7% I 7-.rJ9*62 
*lo-’ dilution is the sum of 1 .O I& spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 9 I// I03 
mm dd YY 



Data Collection Form SA 

Subject Initials /&iLr, Subject # 12 Study No. 03-122085-106 
Page No.’ x-- 786 

‘! 
~ADVERSEEVENTS 

.  I .  .  .  

I 03 A?? s//h3 . . 

I 

Symptom I Event 

Fa% Comment/Note: 

SAE’ Action Onset Date End Date Y,N Seyerity Taken 
Outcome Regon- !nvestigator 1 

P SfgnaturelDate 

1 

._ 

Note: Seoerity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild Z=Moderate 3=Severe 

Relationship: l=Definite 2=ProbabIe 3=Possible I 4=Unrelated 

Action Taken: l=None 25Rx Therapy 3=Discontinued Study 4=Other (specify) 

s ! Outcome: 1 =Resolved w/o 
sequelae 

IL=Resolved W/ sequeiae asongoing 
(describe) 

4=Death 

'Serious Adverse Event/Experienc$ 



Data Collection Form 6 HTR Study No.: 03-122085-106 

PageNo.:% - 207 FOLLOW-UP VISIT 

Visit Code Date Subject Initials Subject Screen #* 
M3 Study # 

Follow-up 497/24/03 EhLIG Permanent#: . 
Wit 

/f 
mm dd 

03-122085-106 
YY F M L 

Date Subject Entered the Skudy: 

QxLso.‘j 

Follow-Up Viiit Date: 

07/B/ 
mm dd yy 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

‘64 YES 0 NO If yes, complete below: 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

If yes, complete below 

Comments: 

I 

Date 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:= * 3% 

DEMOGRA.PHICS/DERMATOLOGK!AL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
w 

Study # 

Subject 
Qualification - 07 /El 03 ‘ice / E /f- Permanent#: 13 

mm ddy FML 
03-122085-106 

Age: qlb Years 

Does the subject have any of the following at the treatment sites? 

1. DERMATOLOGIC DISORDER 

1. Psoriasis ? 

NO Yes Don’t 
Know 

2. Eczema ? / 
3. Skin Cancer 7 J 1 

I 4. Skin Allergies ? Please specify: 4 ! I 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION No 

1. Allergies.? Please specify. r( 

‘Yes Don’t 
Know 

1 2. Hepatitis ? ! J ! ! 1 
3. Heart and Vascular Disease? L/ 

‘1 :: 
Liver Disease ? rc 
Kidney Disease ? / 

6. Tuberculosis 7 cl 
7. Diabetes ? Controlled7 Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer 7 \/ 
9. Auto-immune disease (Lupus kryttematosus, thyroiditis, AIDS, etc.) ? J 
10. Organ transplant ? J 
11. Any other condition not listed ? Please specify: cl 

Is the subject taking any medication? If yes, please specify below: 

III. MEDICATION 

1. Antibiotics, oral or systemic 7 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. hlsulhl ? 
5. Other 2 

No 

r/ 
# 
V 
II 

Yes Don’t 
Know 

Comments( 

I 
Based on the above medical history, the subject is: 

Interviewer’s Signature: 

wallfled or 0 
1 Not qualified for the study. 

Date: 09 I 1s / 03. 
IllXO dd YY A 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

I Visit Code I Date I Subject hitiak I Study # I 
Subject 

Qualification Permanent#: , m/ r5i 03 ‘iL I E /B 
m ad ye f m 1 

INCLUSION CRITERIA 

03-122085-106 

Check one 
YES NO Subject: 

1. Is 18 through 65 years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of detiatoses, cuts, lesions, and other skin disorders ? 

/ 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 

6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study ‘7 

7. Is willing to relkain from using anti-aanaruff shampoo during the entire study ? 

c/ 
8.’ Is willing to retiain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and 0th~~ deOdOrant/antperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

9. Is willing to retrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRJLTERIA 

I Check one :. . ’ 1 
N/A Subject: 

I I /I 1 1. Is currently participating in another clinical stuay at this or any other facilitv ? I 

2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails dr nail tips? 

‘1 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6, Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant 7 0 Yes 0 No Of child-bearing potential: 0 Yes 0 No 
/ 0 Surgically Sterile, year __ 0 

If of child bearing potential - P-HCG Test Results: 0 negative 
Post-menopausal, year - 

Cl positive 
, 8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

1. 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

t 
Based upon dermatologic evaluation and the information contained in Date Collection Forms 1 and 2, the subject is: 

dalified !J Not Qualified for participation in this study. 
Reasons for disqualification: Interviewer’s InitialafDate: j-/ / 3*/903 

: t 
Investigatori Signature: Date: 0 8 t /O / 03 

mm da YY 



! 

H’TR Study No.: 03-122085 
Data Collection Form 3 

INTERCURRENT ILLNESS 1 C~NCC.?MK’&%NT MEDICATION FORM 

Visit Code 

Test 
Period 

Date Subject Initials Subji7ree.n #: Sttidy# 

03-122085-106 

T. Is skin on subject’s hands and 6rists still free of dhrmatoses, cuts, lesions, ‘and other skin disorders? &s DNo 
Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? @5?& ClNo 
If no, please explain: 

III. Has subject been ill since the last visit? C]Yes (Complete below) B/No 

IV. Has subject used any new oral or topical medication7 OYes (Complete below) GQ6 

Based upon the above responses, the subject is: gdualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

Was reaction rklated to treatment? mot related Cl Possibly related 0 Definitely rilated 0 Other (explain) 

Action Taken: ONone a Continued on study 0 Withdrawn from the study Cl Consulted physician 

0 Medication taken (Complete below) q Hospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signa+re: t 
F n, &JkhmAQ 

Date: II?I?Y / 03 
mm dd w 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.:- 

HEALTH CARFi PERSONNEL HANDWASH BACTERIAL COUNTS 
CIWmL of Sampling SoIution 

Test Date Subject Initials Subject Screen # 
14-7 Study # 

07 I24 IO3 Permanent #: 03-122085-106 
mm dd yy 13 

WASH 1 RIGHT HAND 

T$> 
W2 lo5 

-I-u-& ir . 
mc J? 

Counted by m I~7’2E103 CFU/mL/ *7Y/0 ’ Counted by : m /O-x?&~ 

Calculations by: ,7WB 1~724a3 Raw data reviewed by 
Calculations Verified by: %?l I 7-&?*B3 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFU/mL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: ’ / 6 //(l&3 
mm dd w ’ Y 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT Page No.:crp: A 39% 
Visit Code Date Subject Initials Subject Scree #: 

IS 7 Study # 

Follow-up f?, ,E / P pemsnent#:,/3 07 2% 03 
Visit mm dd 

03-122085t106 
YY F M L 

that may be indicative of a skin infection? 

0 YES 
F 

NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptionslseirerityflocations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

0 YES NO If yes, complete below 

pate/ u 3 &, ‘mm dd YY 



Data Coliecticin Form 1 
HTR StudyNo.: 03-122085-106 

Page 50:~ * 293 
DEMOG~~CS/DERMATOLOGIC~D~C~ HISTORY FORM 

r 
Visit Code Date Subject Initials Subject Screen #: 

20% 
Study # 

Subject 
Qualification 03-122085-106 

mm dd yy 

Gender: Cl Male d Female I 
Years 

, 
Does the subject have any of the following at the treatment sites? 

I, DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. skin cancer 1 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

No 

b/ 
/ 

Yes Don’t 
Know 

II. OTHER MEDICAL INFORMATION No ‘Yes Don’t 
Know 

1. Allergies.? Please specify. / 
2. Hepatitis ? 
3. Heart and Vascular Disease? L\&J c/ 

! ;- 
Liver Disease ? I I 

Kidney Disease ? 5 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 5 
8. Cancer ? / 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant 7 

Is the subject taking any medication? If yes, please specify below: 

III. MEDICATION No Yes Don’t 
Know 

1. Arhibiotics, oral or systemic 7 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 

Interviewer’s Signature: 



Data Collection Form 2 
INCLUSION I EXCLUSION FOR&I 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject Permanent #: 

-I 
Qualification l.xi!LLLffi P-23 4-l 

mm dd yy f m 1 /Lf 
03-122085-106 

INCLUSION CRITERIA 

Check one 
YES NO Subject: 

1. Is 18 through 65 years ? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and haudwashing during the entire study ? 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study 7 

8: Is willing to refrain from using body lotions, medicated/autibacterlal lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

/I 1 11. Is willing to comply with all study protocol requirements ? / 
EXCLUSION CRITERIA 

Check one : , 
YES NO NIA Subject: 

I/ I 1 1. Is currently participating in another clinical study at this or any other facility 7 

! 2. Has participated in any type of hand or arm wash study within the past 7 days 7 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists 7 

Female Female Male 7. Is currently pregnant 7 0 Yes fl Of child- e ’ 
I5 Surgically osterile, year 

g potential: Cl Yes &$+I0 
& W Post-menopausal, year 

If of child bearing potential - &HCG Test Results: Cl negative Cl positive 

./ 
8. Is currently lactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 

./- 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

/ 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

‘/, 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

’ Based upon dermat 
2 

ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified II Not Qualified for participation iu this study. 

Reasons for disqualification: Interviewer’s Initials/Date: 2.335 I gi$i3 
Ixivestigatois Signature: 

Date: 0 8 I / 0 I 03 
mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:%- %e 

INTERCURRENT ILLNESS 1, CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Stibject creen #: 
20 8 

Stxidy # 

Test l-j7/aw3 B IL& Permanent #: 
Period mm dd yy FML 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dk-matoses, cuts, lesions, ‘and other skin disorders’? &es IJNo 
Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? i&es ON0 
lfno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) d No 

IV. Has subject used any new oral or topical medication? OYes (Complete below) as o 

Based upon the above responses, the subject is: i&Qualified 0 Not QuaIied to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURREN TILU’?‘ESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related cl Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone c] Continued on study D Withdrawn from the study Cl Consulted physician 

El Medication taken (Complete below) q Hospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signatqre: Date: 02 I as / 03 mm dd YY 



Data Collection Form 4 
HIYR Study No.: 03-122085-106 

Page No.:~ - 29k_ 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFU/mL of SampIing Solution 

Test Date Subject Initials Study # 

ii!z&LJo3 -f-L I Ll_B Permanent #: 

I4 03-122085-106 
mm dd yy F. M L 

BASELINE 
LEFT HAND DILUTIONS BIGHT HAND DILUTIONS 

in-4 I 1 n-5 I 1 n-6 in-4 . n-5 I . r.6 I” 
&a ii 

_ w 213, 
CFUhL2.5%~~’ Countedby: w/7-3/.03 CFU/mL2*7 P 10’ Countedby : f 7*3/- a3 % 

LEFT HAND WASH 1 RIGHT HAND 
10-l lo” lo” 104 10“ 10” 1O-3 

q- 
104- 

1( 
T&kJJgD la- , 

Counted by : %- / 72-B CFUhI, 1.3 X 10 ’ Counted by: 7%~ I 73/*&3 

a- 
LEFT HAND WASH 11 RIGHT HAND 

Counted by : NJ / I-31-63 . 

Calculations by: m /(X.0/-03 Rawdatareviewedby .%#- / 8*6-Q? 
Calculations Verified by: ms / 0-t-03 
*lo-’ dilution is the sum of 1.0 mZ, spread across 3 plates. 
Underlined values are used for calculfition of CFTJ/mL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: B//f lO3 
mm dd YY 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT PageNo.:%-@ 297 

i 

Visit Code Date Subject Initials Study # 

Follow-up ls-Tu55m P/L/9_ . Permanent #: 
Visit YY F-G-L 

03-122085-106 
mm dd 

Date Subject Entered the $tudy: Follow-Up Visit Date: 
07 I21 103 --- i23loLcI 03 --- 

that may be indicative of a skin infection? 
If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/seirerity/locations, etc.) 

I Comments: 

I ‘t 
Has the subject had any health related issues since the treatment procedure7 

Cl YES P- NO If yes, complete below 



EMIt StudyNo.: 03-122085-106 
Data Collection Form 1 Page N0.s - 2qQ: 

DEMOGRAPHICS/DERMATOLOGICAIJMEDICAL HISTORY FORM 

i Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
Qualification 

0 /a1 / 03 03-122085-106 
L mmday FML , 

Gender: d Male II Female. 

Does the subject have any of the following at the treatment sites? 

Age: 37 Years 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. skin cancer 7 
4. Skin Allergies ? Please specify: 
5. Hives ? 

No 

I J 

Yes Don’t 
Know 

I 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL IN-FORMATION 

1. Allergies.? Please speck@. 
2. Hepatitis ? 
3. Heart and Vascular Disease? bn 

) ;: 
Liver Disease 3 r 
Kidney Disease ? 

6. Tuberculosis 7 
7. Diabetes 7 Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant ? 
11. Any other condition not listed 7 Please specify: &&e-&&r 0 1, 

No ‘YES Don’t 
Know 

I I 

/ 

5 
/ 

u/ 

Is the subject taking any medication? If yes, please specify below: ‘o&a fJaLAL 

I 
Interviewer’s Signature: 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code Date Subject Initials 

Subject 07J( p3 c ,/f /,\ 
Qualitlcation - - mm dd yy f m 1 

INCLUSION CRITERIA 

Study # 

03-122085-106 

I 

Check one 
YES NO Subject: 
I I 1 1. Is 18throu&65years? 

> ! 1 2. Has signed informed consent ? 
I 

3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are hee of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, -- I/I ! showering, and handwashing during the entire study 7 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/autiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

9. Is willing to rem from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

V 11. Is willing to comply with all study protocol requirements ? 
I 

I 1 - - _ _ 
EXCLUSION CRITERTA I 

t Check one :. . I 

I’ YES NO N/A Subject: 
1. Is currently participating in another clinical study at this or any other facility ? 

5 

2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

, 1 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 7 
6. Has eczema or psoriasis on their hands or wrists 1 

Female Female Male 7. Is currently pregnant ? q Yes 0 No Of child-bearing potential: IJ Yes El No 
0 Surgically Sterile, year ___ 0 Post-menopausal, year - 

If of child bearing potential - @HCG Test Results: Cl negative 0 positive 
8. Is currently lactating ? 

/ 

9, Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

/ 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation 7 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
‘-LJ-&alified 17 Not Qualified for participation in this study. 

i 
Reasons for disqualii@on: Interviewer’s Initials/Date: 323 

Investigatork Signature: 
Date: 6rg / /u I 03 

mm dd YY 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMSfANT MEDICATION FORM 

Visit Code Date Subject Initials Subject$rr ff: Sttidy # 

Test 
Period is7 ia4 lo3 c I K I 3 Permanent* /5 

mm da yy F M L 03-122085-106 

I. Is skin on subject’s hands and krists still free of dermatoses, cuts, lesions, ‘and other skin disorders? d Yes DNo 
If no, please indicate condition: . 

II. Has subject used non-antibacterial soap and followed the insuuctions in Appendix B? E&es 
Ifno, please explain: 

ClNo 

III. Has subject been ill since the last visit? DYes (Complete below) r;3’ No 

IV, Has subject used any new oral or topical medication? q Yes (Complete below) I36 o 

Based upon the above responses, the subject is: d ualitied •l Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: Date Resolved: 

Was reaction related to treatment? ONot related Cl Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: mone 0 Continued on study Cl Withdrawn from the study Cl Consulted physician 

Cl Medication taken (Complete below) q IHospitalized Cl Other (explain) 

Additional Comments: 

CONCOMITANI’ MEDICATION 

Comments: 

. Interviewer’s S&nave: Date: 07 I $9 i 0.3 
mm ad YY 



Data Collection Form 4 
HTR Study No.: 03-122085~,lO6 

Page No.:= - “30 

HEALTH CAKE PERSONNEL HANDWASH BACTERIAL COU’Kt% 
CFU/mL of Sampling Solution 

Test Date Subject Initials Subject !?+yrr Study # 

03-122085-106 
mm dd yy F. M L 

BASELINE 
LEFT HAND DILUTIONS RXXX’I’ HAND DILUTIONS 

lo4 

;;I 
1oa lo-+ 1tS5 1O-6 
IIt 30 

a73-’ TFJlt( /68’ /#- 

CFU/mL&4%/o’ Countedby : $ /7-3kd3 CFU/&.2)1~~’ Counted by : 6 /7*3/-s 

LEFT HAND WASH 1 RIGHTHAND 

Counted by : % I 7-3) ~~/I&?.3X 10 = Counted by : 71% /7-.3/-O 3 

LEFT HAND 
10-l 

7M”c 

WASH 11 RIGHT HAND 
1O-2 1O-3 10” lo” 1o-z lo” lOa 

3B 3 nmc 22.Y v 
CnJrc I (37 5 /3JG /n&tit 29 3 

m& 
Counted by : ‘85 / 7* 31-43 CFTJ/IX&,~. !? X RI ’ Counted by : f% J / ,4/t/-03. 

Calculations by: m /OS *01-m maw data reviewed by St& / &b*o? 
CalculationsVerified by: 14s / 8-I-03 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFU/mL 
TNTC - Too Numerous To Count 

I I I 

Investigator’s Signature: Date: QS I ia 103 
mm dd L Y-Y 



Data ColIectibn Form SA 

Subject Initials Subject # ,/ q. Study No. 03-l 22085-I 06 
Page No.’ pile .%2 

ADVERSEEVENTS 

Symptom / Event 
A 

Onset Date vIN 

Note: Severity, Re’lationship and Outcome MUST be determined by principal investi,gator. 
Severity: ? =Mild 2=Moderate 3=Severe 

Relationship: I =Definite 2=Probable 3=Possible 4=Unreiated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

1 Outcome: I =Resolved wlo 
sequelae 

2=Resolved wl sequelae +Ongoing 
(describe) 

.4=Death 

'Serious Adverse Event/Experience 



. Data Collection Form 6 HTRStudyNo.: 03-122085-106 

FOLLOW-UP VISIT PageNo.:++ 75Q3 
Visit Code Date Subject Initials Subject Screen #: 

II Study # 

Follow-up & olj f 0 3 03-122085-106 
Visit mm dd Y-Y 

cf R 1 r Pemanent#: /5 
F M L 6 

i 

Date Subject Entered the Study: 

2hcl3 iv/ 

that may be indicative of a skin infection? 

P 
YES 0 NO If yes, complete below: 

Clinical Observations: 

Has the subject had any health related issues since the treatment procedure? 

If yes, complete below 

Comments: 

.i$ ;“,ar dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No.- c 34 

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAT., HISTORY FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
II7 Study # 

lb 
03-122085-106 

Gender: q Male Female. 

Does the subject have any of the following at the treatment sites? 

Age: ($0 Years 

L DERMATOLOGIC DISORDER No Yes Don’t 
Know 

1. Psoriasis ? 
2. Eczema 7 
3. Skin Cancer 7 
4. Skin AIlergies ? Please specify: v , 
5. Hives 7 c 

Does the Subject have any of the following (present and past)? 

IL OTHER MEDICAL IN-FORMATION 

1. Allergies.? Please specify. 
2. Hepatitis 3 
3. Heart and Vascular Disease? 

‘Yes Don’t 
Know 

V/ 

/ 
$0 I I 

4. Liver Disease 7 
5. Kidney Disease ? 
6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ J OraI [ ] Insulin [ ] 
8. Cancer 7 V/ I 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / 
10. Organ transplant ? J/’ 
11. Any other condition not listed ? Please specify: I 

Is the subject taking any medication? If yes, please specify below: 

III, MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs 7 
3. Heart Medication ? 
4. JilSulio? 
5. Other ? 

No / Yes Don’t 
Know 

/. 

I/‘/’ 
I 

I Comments: 
I 

Based on the above medical history, the subject is: 

Int.e~jkwerfs Si 

GdQuaWed or Cl Not qualified for the study. 

Date: 07 / f 5,’ Q-3 
mm n 



Data Collection Form 2 H’Mt Study No.: 03-122085-106 
INCLUSION I EXCLUSION FORM Page No.: 3zJlksd 

I 
Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 07//5/j@ G Jc 13 
Permanent #: 

03-122085-106 
: 

I 
Qualification - - mm dd yy f m 1 

INCLUSION CRITERIA 

Check one 
YES / NO Subject: 

1. Is 18 through 65 years ? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 

J/ 
6. Is willing to refrain from using antimicrobial soaps (liquids andlor bars) for bathing, 

showering, and handwashing during the entire study 7 

/ 7. Is willing to refrain from using anti-dandnBshampoo during the entire study ? 

8. Is willing to refrain from using body lotions, medicatedJantibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorantJantiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

I 9. Is willing to re&ain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

10. Is willing to refrain from using topical or systemic antibiotic medication during‘the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

11. Is willing to comply with all study protocol requirements 7 
EXCLUSION CRITERIA 

Check one . . . . 
* :I YES NO/ N/A Subject: 

1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ andJar perfume allergies 7 
6. Has eczema or psoriasis on their h#s or wrists 7 
7. Is currently pregnant ? Cl Yes d No Of child-bearing pote tiab Cl Yes 

0 Surgically Sterile, year __ /Post-menopaZ!ear I ci40 
If of child bearing potential - p-HCG Test Results: Cl negative IJ positive 

8. Is currently lactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 

/ erythematosus, thyroiditis or rheumatoid arthritis ? 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related Care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

gic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Not Qualified for participation in this study. 

, Reasons for disqualiffi#ion: Interviewer’s InitiaWDate: a8 Jo7*i5*03 - L -- 
I 

InvestigatoA Signature: 
Date: cl’8 J/o I@3 

rum dd YY 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMlTANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
117 Study # 

Test 
Period 

L 1-f 5 Permanent* #7/93/03 
mm dd yy FML Ib 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, ‘and other skin disorders’? wes CiNo 
Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Et7& UNo 
If no, please explain: 

III. Has subject been ill since the last visit? aYes (Complete below) d’ No 

IV. Has subject used any new oral or topical medication? DYes (Complete below) eido 

Based upon the above responses, the subject is: ealified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

Date of Onset: 

TO BE COMPLETED IF’ SUBJECT HAS AN INTERCURREN T ILLmSS 

Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? CMot related 0 Possibly related 0 Definitely related 13 Other (explain) 

Action Taken: mane 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

Cl Medication taken (Complete below) q Hospitalized Cl Other(explain) 

Additional Comments: 

CONCOMITANT MEDICATION 
Medication Indication 

Comments: 

. Interviewer’s Signature: 
5&q- a+/$&&.& 

Date: A? i J3 I 03 
mm dd YY 



Data Coilection Form 4 
J3Mt Study No.: 03-122 

Page No.: 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
cFu/mL of Sam&ne Solution 

Test Date 

e w  

Subject Initials 1 Subject Sc;rq ) Study # , 
03-122085-106 

mm dd yy F. M L 

BASELINE 
LEFT HAND DJLUTIONS BIGHT HAND DILUTIONS 

lOA 10” lo4 -4 

l-f& 

10” lo4 
7-pJll 
7NT=ii, w4/ zE&- 

CFU/mL I.9 %I b7 Counted by : %8 /07 *25@ 
-7-u-L I -*CL--- -&-- 

CFUfmLd~ 1 Y lb7 Counted by : na JO79543 

LEFT HAND WASH 11 RIGHT HAND 
lOA 

1% 
4 

Counted by : a /7 x @ CFUhL 70 Y Y 10 ’ Counted by : -.gj-J /-I X& 

Calculations by: -i-b. /7db* 
Calculations Verified by: m ! 

Raw data reviewed by Qi?6 / %v.Q3 

*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC -‘Too Numerous To Count 

Investigator’s Signature: Date: e lf( 
mm dd 

w 



Data Collection Form 6 HTR Studv No.: 03-122085-106 

FOLLOW-UP VISIT 
s  

Page No.:s -r+ 306 

r-- Visit Code I Date I Subject Initials I 
Subject Screen #: 

117 I Study # 

Date Subject Entered the kudy: 

07l15l 03 --- 
mm dd yy 

Follow-Up Visit Date: 

07 2% 03 --- 
mm dd yy 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

0 YES 
if 

NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure7 

NO If yes, complete below 

Comments: 



Data Collection Form 1 
DEMOGRAPHICS/DERMATOLOGICAL/‘&iEDICAL DISTORY FORM 7 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 07//5/03 &L/_1L Permanent #: 03-122085-106 

mm dd yy FML * 

Gender: El Male Female Age: I$? Years 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Sk.in Allergies ? PIease specify: 
5. Hives ? 

NO Yes Don’t ’ 
Know 

b’,’ 

, 
Does the Subject have any of the following @resent and past)? 

If. OTFKER MEDICAL INFORMATION 
I 1. Allergies.? Please specify. 

2. Hepatitis ? 
3. Heart and Vascular Disease? 

1, z: 
Liver Disease 2 
Kidney Disease ? 

6. Tuberculosis 7 
7. Diabetes 3 ControUed? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus exythematosus, thyroiditis, AIDS, etc.) ? 
10. organ transplant ? 
11. Any other condition not listed ? Please specify: 

No Yl3 Don’t 
Know 

v’/ 

1 
Is the subject taking any medication? If yes, please specify below: 

III. MEDICATIOF 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication 7 
4. IBUIhl? 
5. Other ? 

No/ 

J/ 

Yes Don’t 
Know 

I Comments:’ 
I 

Based on the above medical history, the subject is: 
I 

Interviewer’s S 

or 0 Not qualified for the study. 

Date: 02 I -/5 / &3 
dd YY 



Data Collection Form 2 
INCLUSION I E?KLUSION FORM 

HTR Study No.: 03-122085-106 
PageNo.:je:"310 

Visit Code Date Subject Initials Subject Screen #: 

/2.5 study # 
Subject 

Qualification b 7 //St 03 03-122085-106 g f L ID 
1 mm dd yy f m 1 

Permanent +f~ 17 

I INCLUSION CRITERIA I 
T 

Check one 
YES/ NO Subject: 

I/ A 1 1. Is 18through65years? 
r 2. l&s &red informed consent ? 7 

3. Is healthy as evidenced by responses on DCF 11 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashiig during the entire study ? 
1 7. Is williig to refrain from using anti-dandruff shampoo during the entire study ? I 

t 

I I, I 

/I 1 8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing I 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 1 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

10. Is willing to refrain Tom using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

11, Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one :. I 
) YES NO /‘ N/A Subject: 

1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? i 
6. Has eczema or psoriasis on their 

/ 
Female Fe all Male 7. Is currently pregnant ? 0 Yes 8’ No Of child-bearing potential: l#Yes 0 No 

5, 0 Surgically Sterile, year 
-7. 

0 Post-menopausal, year 
If of child bearing potential - P-HCG Test Results: negative Cl positive 

8. Is currently lactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

I 
1 II 1 

/I’ 1 10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any resnonsibilitr for care of children under age 3, or has responsibilities for diapering, care of v / wound;, i&venous-management or other bed-rid&n related care roles. 

\ 
12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 1 

Based upon derma ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
4f ualified 0 Not Qualified for participation in this study. 

Reasons for djsqualifi~tion: Interviewer’s Initials/Date: 3tJ’B 07.’ f. 5 ’ 03 
Date: OS /IQ I C?d~ 

Investigator’s Signature: mm dd YY 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMITANT n;ZEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
l25 

Study # 

! Test 
Period 07 /93/ 03 Permane*t* 

mmddyy 
J&j c / D 

F-G-i- ll 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dennatoses, cuts, lesions, ‘and other skin disorders? E&s CiNo 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? E!& ClNo 
If no, please explak 

IlI. Has subject been ill since the last visit? nY es (Complete below) Q&o 

IV. Has subject used any new oral or topical medication? OYes (Complete below) I?& 

Based upon the above responses, the subject is: l&ualifled 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? UNot related El Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: mane 0 Continued on study 0 Withdrawn from the study n Consulted physician 

0 Medication taken (Complete below) IJHospitalized 0 Other (explain) 

Additional Comments: 

- Interviewer’s Signature: . 
LyA1Cly-yZur 

Date: 67 / 23 / =3 
. mm dd Y-Y 



Data Collection IForm 4 : 
HTR Study No.: 03-122085-106 

PageNo.:x -3!% 

HEALTH CARE PERSONNEL HANDWASH BACTEBIAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
125 

stuay # 

&7J23/03 -- J$j b-D -- 03-122085-106 
mm dd yy F. M L 

I LEFT HAND DILUTIONS J RIGFIT HAND DILUTIONS 
I I I 1 n-6 I ln-5 I 

I 
LEBT HAND WASU 1 V.---Y .m RIGHT HIAND 

1 f-l-1 I 1 n-2 , n-3 I .n4 I 1 n-1 I 1 n-2 I *n-3 I 

Calculations by: 13 -&b’i%? 
Calculations Verified by: Lm 

Raw data reviewed by 
/07~2m3 

L?t!B I SW3 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFU/mL, 
TNTC -Too Numerous To Count 

Investigator’s Signature: Date: 9 I // u-3 
mm dd YY 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT PageN*.:$? 3 13 
Visit Code Date Subject Initials Subject Screen #: 

I25 Study # 

i Follow-up 0% 2% / 03 --- fi / L /D Pem?nen*#: 
Viiit mm dd YY F My 17 03-122085-106 

Date Subject Entered the study: 

0% 15/03 -- 
Follow-Up Visit Date: 

0-L 2w3 --- 
mm dd yy mm dd yy 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

Cl YES 
F 

NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/seiocations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

DYES NO Ifyes, complete below 

Date 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:= @ 3 1 q 

DEMOGR~PHICS/DERMATOLOGICAUMEDICAL, HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
IA # Study # I 
1’410 

Subject 6?/1”3/~’ +I /L/L3 PermaXent #: 
Qualification mmddyy T--ST-~ 

03-122085-106 

Gender: 0 Male d Female Age: 44/ Years 

Does the subject have any of the following at the treatment sites? 

1 L DERMATOLOGIC DISORDER I No I Yes I 
Don’t 
Knnw I 

1. Psoriasis ? IY/ I I 
2. Eczema 7 u, 
3. Skin Cancer ? I rl I I 
4. Ski13 Allereies ? Please sue&v: 

I 5. Hives ? 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION No .YeS Don’t 
Know 

1. Allergies.? Please specie. 4 . 
2. Hepatitis ? 
3. Heart and Vascular Disease7 

Liver Disease 7 
4 1 :: Kidney Disease ? / 

6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ J Insulin [ ] 
8. Cancer 7 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 / 
10. Organ transplant 7 
11. Any other condition not listed ? Please specify: w&cac+uq .&-,q(o ‘,d , r/ 

4 

Is the subject taking any medication? If yes, please specify below: My cxr;~,&edJ &#$u.Q, h1ab-Q k~& 

Interviewer’s Signature: 



Data Collection Form 2 
INCLUSION I FXCLUSXON FORM 

El’R Study No.: 03-122085-106 
PageNo.:=‘%% 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
Qualification 

a/ 1$,b3 IJ /t, 13 hangs -- --- 
1% 

03-122085-106 
mm dd yy f m 1 

INCLUSION CRITERIA 

Check one 
YES NO 

f/ 

Subject: 
1. Is 18 through 65 years 7 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are f?ee of dermatoses, cuts, lesions, and other skin disorders 7 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 

8 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study 7 

“A 7. Is willing to refrain from using anti-dandruff shampoo during the entire study 7 

J 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

/ 

/ 
. 

/ 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is willing to refi-ain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

11. Is willing to comply with all study protocol requirements ? 
ran----- EXCLUSION CRITERIA I 

Check one I 

i----~ YES NO N/A Subject: 

/ 1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study withii the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 1 
6. Has eczema or psoriasis on their hands or wrists 7 * 7! r-d63 

Female Female Male 7. Is currently pregnant 7 0 Yes &No Of ch 

/ 
0 Surgically Sterile, year 

If of child bearing potential - S-HCG Test Res ;S/aslo’J & 
8. Is currently lactating ? f I 0 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

r I /I 1 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 I 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
g/Qualified D Not Qualified for participation in this study. 

1 
Reasons for disqualification: 

IuvestigatoA Signature: 
Date: 0ic-f 10-l 03 

nun dd YY 



I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? @?&s IJNO 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the iustructions in Appendix B? Ids ClNo 
If no, please explain: 

III. Has subject been ill since the last visit? DYes (Complete below) o/No 

IV. Has subject used any new oral or topical medication7 q Yes (Complete below) & 

Based upon the above responses, the subject is: d ualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

. 
Was reaction related to treatment? mot related 0 Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: mane 0 Continued on study Cl Witlklrawn from the study Cl Consulted physician 

II Medication taken (Complete below) UHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMLTANT MEDICATION 

Comments: 

HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:=’ 316 

INTERCURRENT ILLNESS / CONCOMITANT n;aEDICAriON FORM 

Visit Code Date Subject Initials Subject Screen #: 
/36 

Stidy # 

Test 
(3~lo;rfd YILIl*-j Permanent #: 

Period mm dd yy F M L I8 03-122085-106 

. Interviewer’s Signature: bJ?-qpv+ 
Date: d 7 I 2.3 I &Z 

. mm dd YY 
v. 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

PageNo.:= 3, 17 
HEALTH CARE PERSONNEL HAN-DWASH BACTERIAL COUNTS 

--. - :ampline Sohtion CFulmL of s 
Test Date Subject Initials Subject Screen # 

ol123/03 v -\nl 

1310 Study # 

ILI Permanent #: 
-mm dd yy TM L &I 

03-122085-106 

BASELINE 
LEFT HAND DILUTIONS 

lOA 
RIGHT HAND DILUTIONS 

ln" I n-6 I 104 10-s I in-6 

WASH 1 RIGHT HAND 

Counted by. . Jr;18 Iol*~P CJ?U/mL /et& X 10 5 Counted by : J-m I 07*25%3 

LEFT HAND WASH 11 RIGHT HAND 
lo“ 10” 1oj 10”’ 10-l lo” lo’” Jo-4 
7-w 
7x-n 
-7-Al-FL 

cFu/lnL 1, d r’r2 Counted by : &I 17$2!5t?3 CFU/I& /. k F / 0 * Counted by : &I 170 2!5*95 
u 

Calculations by: -%- I 
Calculations Verified by: 

7*““;“3,Raw data reviewed by 
~~ .  l 

*lo-’ dilution is the sum of 1.0 mL spread across 3 plates, 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: $3 I /f I 6 5 
mm dd YY 



. 
Data Collection Form 5A 

Subject Initials vud Subject # 1% ’ Study No. 03-122085-I 06 

‘\ Page No.’ z- 3 I53 
7 ADVERSEEVENTS 

Outcome Re’ation- lnve 
ship Slgpatuii/&jate 

pit! Comment/Note: initials 

Note: Severity, RGlationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: ?=None .- 2=Rx Therapy 3=Discontinued Study 4=Othey (specify) 
* 

-*! ) Outcome: 1 =Resolved w/o 2=Resolved ti1 sequelae +ongoing 4=Death 
sequelae (describe) 

%erious Adverse Event/Experience 



Data Collection Form 6 HTRStudyNo.: 03-122085-106 

Visit Code 

Follow-up 
Visit 

Date 

FOLLOW-UP VISIT Page No.:= - 3 19 

Subject Initials Subject Screen #: 
136 Study # 

03-122085-106 

Date Subject Entered the gtudy: Follow-Up Visit Date: 

ml1503 a/ 2% 03 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

YES Cl .NO If yes, complete below: 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

NO If yes, complete below 

’ Date 

Pa?-93 ,7 
mm dd JY 

, 



Data Collection Form 1 
HTR Study No.: 03-122085-106 

Page No:~ * 32’ 
DEMOGRAPHICS/DERMATOLOGICAL/MRDICAL HISTORY FORM 

i Visit Code Date Subject Initials Subject Screen #: 
Q% 

Study # 

Subject 
Qualification 03-122085-106 

L 

Gender: 0 Male id Female. ’ Age: 43 Years 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 
3. Skin Cancer ? 
4. Skin Allergies 2 Please specify: 
5. Hives ? 

No 

/ / 
/ 

J 

J 

Yes Don’t 
Know 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION No ‘YeS 

1. Allergies.? Please specify. / 
2. Hepatitis 3 
3. Heart and Vascular Disease? 

,I, :: 
Liver Disease 3 
Kidney Disease ? 

6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] I&ulin [ ] 
8. Cancer ? 5 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 L 
10. Organ transplant 7 > 
11. Any other condition not listed ? Please specify: hqw m\n bce$stm L/ 

I / 1 
Is the subject taking any medication? If yes, please specify below: s‘\ *k 

/ 

Don’t 
Know 

Interviewer’s Signature: 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

I-RR Study No.: 03-122085-106 
PageNo.: zW 321 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 03-122085-106 

1 mm dd yy f m 1 
INCLUSION CRITERIA 1 

Check one 1 
YES 

5 

NO Subject: 
1. IslBtbrough65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 
7. Is willing to refrain from using anti-dandruff shampoo during the entire srudy ? 
8.’ Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

9. Is willlmg to refrain i?om using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is ,willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one . . . , 
YES NO N/A Subiect: 

Female Female --I-- / 

J 
2 / 

--++ 

L 

- 
1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study witbin the past 7 days 7 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists 1 

Male 7. Is currently pregnant ? 0 Yes &No Of child-bearing potential& Yes [7 No 
0 Surgically Sterile, year II Post-menopausal, year 

If of child bearing potential - P-HCG Test Results: -3, negative Cl positive 
8. Is currently lactating ? 

7t23lcFl cqt, . 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an :organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ‘1 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

Based upon derrn 
It 

ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified 0 Not Qualified for participation in this study. 

Reasons for disqualification: ~ Interviewer’s Initials/Date: 2% I- -$57&3 

lnvestigatois Signature: 
I .~ -_-_ I Date: 0 y-1 /a l-&3\ 

11 urn dd I .’ YY 
u 



Data Collection Form 3 
HTR Study No.: 03-122085-106 

Page No.:=- 322 
INTERCURRENT ILLNESS ! CONCOlWITANT MXDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
/ax 

Study # 

Test 
Period 

Permanent* ,9 a , L. , 5 
F M L 03-122085-106 

, 

I. Is skin on subject’s hands and Girists still free of d&matoses, cuts, lesions, ‘and other skin disorders? me!s CiNo 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap kd followed the instructions in Appendix B? Ei& UNo 
Ifno, please explain: 

XI. Has subject been ill since the last visit? mes (Complete below) -0 

N. Has subject used any new oral or topical medication? q iYes (Complete below) Ezd 

Based upon the above responses, the subject is: ealiiled 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? ONot related 0 Possibly related 0 Definitely rilated 0 Other (explain) 

Action Taken: ONone 0 Continued on study •J With&awn fkom the study U Consulted physician 

0 Medication taken (Complete below) UHospitalized Cl Other (explain) 

Additio&l Comments: 

CONCOlkXlTANT MEDICATION 

I ( Zomments: 

- Interviewer’s S&na*e: Date: 07 I 23 / 05 
mm dd YY 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.: s -32% 

HEALTH CARE PERSONNEL HANDWASH BACTERUI, COUNTS 
CFUhL of Samrhe Solution - - 

Test Date Subject Initials Study # 

-- --- 03-122085-106 
mm dd yy F. M L 

I BASELIIW I 

I LEFT HAND WASH 1 RIGHTHAND 

Calculations by: 75 l7db 
Calculations Verified by: ma 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CPU/x& 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 6 ,k JO? 
mm dd YY 



Data Collection Form 6 HTRStudyNo.: 03-122085-106 

FOLLOW-UP VISIT 

Visit Code Date Subject Initials Subject Screen #: 
1253 Study # 

1 Follow-up Pe-?neut* &n/28 I 03 v I L IS 
YY F My 

03-122085-106 
Visit mm dd I 

Date Subject Entered the &udy: 

15d3 071 
Follow-Up Visit Date: 

.Jzma.R3 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

0 YES 
7 

NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/seVerity/locations, etc.) 

Has the subject had any health related issues since the treatment procedure? 

0 YES NO If yes, complete below 

Comments: 

Date 

&$p--3 
YY 

i ’ 


